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NOTES ON THE TEXT

The Programmatic Cooperative Agreement, HRN-A-00-99-00010, funds all or part of two major
Population Council programs and six smaller ones, each carried out by one of the Council’s three
programmatic divisions. In the Year One Program Report, each of the eight programs is represented by a
short program summary, followed by a review of each activity under the program during the reporting
period. In addition, two introductory grids show all activities. One grid is organized according to the
results framework; the other is organized by country name.

Activity Grids

Budget column: The figure that appears here shows either the total budgeted amount for the activity, or,
in the case of long-term activities, it shows the total budgeted amount for Year One only, since future year
budgets are determined annually. These annual amounts are designated by the preface “Year 1.”

Activities in the ECC program whose budgets are listed as “technical assistance only” consist of costs
included in ECC’s non-subproject budget, mainly staff time and travel.

In the activity grid by country, there is no budget column for some Contraceptive Development activities.
This is because one CD activity may take place in several countries.

Activity Reviews

Each activity that took place in Year One is represented by an activity review that gives a look at pertinent
aspects of the activity.

Program coordinator or technical monitor: The Council staff member who oversees the project.

Period: The expected period of the activity, beginning at the time Programmatic Cooperative Agreement
(CA) funds were first spent on the activity (either under the current agreement or under an earlier
agreement), and ending at the time it is expected no more Programmatic funds will be spent, or at the end
date of the current cooperative agreement, whichever is earlier. A period will be listed as “ongoing” if the
Programmatic CA supports a continuing long-term body of work. In some cases of technical assistance
under the ECC program, the end date will be listed as “ongoing” if the technical assistance relationship is
a continuing one.

Implementing organization: The organization that receives USAID funds to undertake the activity—
either the Council or a subrecipient.

Collaborating organizations: Organizations otherwise involved in the activity, but that do not receive
USAID funds under the Programmatic Agreement to undertake the substance of the activity.

Activity budget: Either the total budgeted amount for the activity, or, in the case of long-term activities,
the total budgeted amount for Year One only, since future year budgets are determined annually. These
annual amounts are designated by the preface “Year One.”
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Activities in the ECC program whose budgets are listed as “technical assistance only” consist of costs
included in ECC’s non-subproject budget, mainly staff time and travel.

Contribution to results framework: The subresult or intermediate result the activity falls under is
represented by its number. A results framework is presented at the end of the workplan for reference.
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ACTIVITY GRID BY RESULTS

SO 1: TO EXPAND THE RANGE AND OPTIMIZE THE USE AND AVAILABILITY OF SAFE, EFFECTIVE, AND
ACCEPTABLE TECHNOLOGIES FOR THE PREVENTION OF PREGNANCY AND STIs/HIV.

IR 1.1: Improved and new contraceptive and reproductive health technologies developed, evaluated, and approved.

Activity Country/ies Accomplished Status Budget
NES/EE ring
CD

Australia
Finland
U.S.

Identified appropriate dose for
development of NES/EE ring for
contraception; identified ring
manufacturer; 124 of 174
subjects completed six-month
bleeding signal study; in second
high-dose arm, 41 of 75 subjects
started ring use

Phase 2 study Year 1
$712,120 C

NES implant
CD

U.S. Reformulated implants to last 2.5
years for Phase 2 study

Phase 2 study Year 1
$423,406 C

Norplant®

CD
U.S. Clinical trials show implant

efficacious for seven years
Postintroduction Year 1

$163,533 C
Jadelle®

CD
U.S. Clinical trials show rods

effective for five years; report
filed with Finnish Regulatory
Agency approved

Postapproval Year 1
$144,069 C

Androgen implant
CD

Germany
U.S.

Undertook multicenter studies
in normal men to determine
MENT™ Ac dose required to
block spermatogenesis;
preliminary results show two
implants to be partially
effective and four implants
block spermatogenesis;
implants safe and well tolerated

Phase 2 study Year 1
$465,814 C

CD = Contraceptive Development
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SO 1: TO EXPAND THE RANGE AND OPTIMIZE THE USE AND AVAILABILITY OF SAFE, EFFECTIVE, AND
ACCEPTABLE TECHNOLOGIES FOR THE PREVENTION OF PREGNANCY AND STIs/HIV.

IR 1.1: Improved and new contraceptive and reproductive health technologies developed, evaluated, and approved.

SR 1.1.a: Improved biological knowledge base for understanding, prioritizing and applying new or existing technologies.

Activity Country/ies Accomplished Status Budget
NES, not method-
specific
CD

U.S. Three genotoxicity studies
completed in mice and bacterial
systems indicate NES is
nonmutagenic; carcinogenicity
studies underway; completed
enzyme induction study shows
NES may not lead to drug
interactions; completed local
toxicity study in monkeys, with
no local toxicity observed

Preclinical studies Year 1
$206,657 C

Androgen, not method-
specific
CD

U.S. Completed chronic toxicology
study; animal studies underway
to determine mechanism of
action of MENT™ Ac on
prostate and muscle; completed
in vitro studies to identify liver
enzymes in MENT™ Ac
metabolism; completed
mutagenicity studies with no
evidence of genotoxic potential

Preclinical studies Year 1
$384,401 C

SO 1: TO EXPAND THE RANGE AND OPTIMIZE THE USE AND AVAILABILITY OF SAFE, EFFECTIVE, AND
ACCEPTABLE TECHNOLOGIES FOR THE PREVENTION OF PREGNANCY AND STIs/HIV.

IR 1.2: Use of contraceptive and reproductive health technologies optimized and expanded

SR 1.2.a: Expanded knowledge of client acceptability, use dynamics, provider perspectives, and risks and benefits of technologies.

Activity Country/ies Accomplished Status Budget
Assist MOH with
development of
nationwide
reproductive health
strategy
ECC

Ethiopia Provided technical assistance to
MOH; developed study to
evaluate Norplant® program;
developed activities to promote
emergency contraception to
young people

Technical assistance being
provided to Norplant® evaluation
study; emergency contraception
for young people study proposal
under review and activity
submitted in workplan

Technical
assistance
only

Assess effects of
consumer marketing
on use of emergency
contraception
ECC

Brazil Project cancelled; no agreement
reached between CMT and
ACHE

Cancelled N/A

Assess demand and
acceptability of
Norplant®

ECC

Guatemala 1,187 acceptors and only six
removals; continued enrollment
and follow-up

Enrollment and follow-up
activities ongoing; data
collection and data entry
underway

Technical
assistance
only

CD = Contraceptive Development; ECC = Expanding Contraceptive Choice
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SO 1: TO EXPAND THE RANGE AND OPTIMIZE THE USE AND AVAILABILITY OF SAFE, EFFECTIVE, AND
ACCEPTABLE TECHNOLOGIES FOR THE PREVENTION OF PREGNANCY AND STIs/HIV.

IR 1.2: Use of contraceptive and reproductive health technologies optimized and expanded.

SR 1.2.b: Products, tools, technologies, and knowledge transferred in a form that can be received, utilized, and sustained; products introduced.

Activity Country/ies Accomplished Status Budget
Provide technical
assistance for
improving overall
quality of family
planning and
reproductive health
services
ECC

Bolivia Provided technical assistance to
Ministry of Health; developed
quality-of-care expansion and
replication strategy

Continued technical assistance
on strategies to improve
services; proposal submitted to
DfID for quality-of-care
expansion and replication study

Technical
assistance
only

Provide technical
assistance to efforts to
update national family
planning guidelines
ECC

Brazil Collaborated with Ministry of
Health to update family
planning providers

Dissemination of Portuguese-
language version of Essentials of
Contraceptive Technology and
continued support for Web site
proposed in workplan; continued
discussion on ways to update
providers

Technical
assistance
only

Provide technical
assistance for
preparing national
family planning
guidelines
ECC

Honduras Provided technical assistance to
Ministry of Health on guideline
assessment and policy
recommendations; developed
training program for service
provision; assessed counseling
and service delivery
mechanisms for Depo-Provera

Continued technical assistance
on guidelines preparation;
training program for service
provision proposed in workplan;
assessment of Depo-Provera
counseling and service delivery
ongoing

Technical
assistance
only

SO 1: TO EXPAND THE RANGE AND OPTIMIZE THE USE AND AVAILABILITY OF SAFE, EFFECTIVE, AND
ACCEPTABLE TECHNOLOGIES FOR THE PREVENTION OF PREGNANCY AND STIs/HIV.

IR 1.2: Use of contraceptive and reproductive health technologies optimized and expanded.

SR 1.2.c: Improved understanding of service delivery strengths and weaknesses as related to expanding technologies.

Activity Country/ies Accomplished Status Budget
Evaluate national
Norplant® program
ECC

Ethiopia Developed proposal; completed
site selection

Instruments being developed;
recruitment underway; study
scheduled for implementation in
late September or early October
pending delivery of implants

Technical
assistance
only

Host meeting to launch
Francophone MAQ
Subcommittee
ECC

Senegal Developed meeting agenda and
coordinated logistics as part of
ad hoc group; hosted meeting

Report being written; follow-up
activities being developed as
part of Year 2 activities

$26,582 C

ECC = Expanding Contraceptive Choice
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SO 1: TO EXPAND THE RANGE AND OPTIMIZE THE USE AND AVAILABILITY OF SAFE, EFFECTIVE, AND
ACCEPTABLE TECHNOLOGIES FOR THE PREVENTION OF PREGNANCY AND STIs/HIV.

IR 1.3: Microbicides and microbicides/spermicides developed, evaluated, and approved.

SR 1.3.c: Prototype technologies developed and tested.

Activity Country/ies Accomplished Status Budget
Development of
spermicide containing
lignosulfonic acid
(LSA)
MICROB

U.S. Worked to establish baseline
toxicology and stability profiles
of the LSA/carrageenan/N-9
formulation

Completed $100,000 C

Technical assistance
from FHI for Phase 2
expanded safety study of
Carraguard (PC-515)
MICROB

South Africa Assisted with refinement of
protocol, CRFs, training
workshop, and monitoring of
clinical trial

Nearly completed $75,002 C

Carraguard (PC-
515) Phase 1 safety
study in HIV-positive
women
MICROB

South Africa Protocol under development; site
and collaborator established

$124,998 C

SO 2: IMPROVED POLICY ENVIRONMENT AND INCREASED GLOBAL RESOURCES FOR FAMILY PLANNING AND
REPRODUCTIVE HEALTH PROGRAMS.

IR 2.1: Policy reform and program planning decisions at all levels are informed by timely and accurate data.

Activity Country/ies Accomplished Status Budget
Policy and overview
papers on youth
livelihoods
YLE

Egypt Analyzed quantitative data;
reviewed relevant youth
policies and programs; drafted
three reports

Three reports under review $88,837
MAARD

Fact sheets on girls’
lives in East and
Southern Africa
GFDK

Kenya Compiled data; developed five
fact sheets

Fact sheets submitted to printer
for design and layout

$38,118 FS

Case studies of
adolescent livelihoods
programs in Kenya
GFDK

Kenya Completed data collection and
write-up on four programs
focusing on girls’ livelihoods

Write-up undergoing peer review $36,882 FS

Measure nature and
degree of change in
timing of marriage and
childbearing for girls
attributable to specific
education and
reproductive health
interventions
ADOL

Bangladesh Conducted survey; entered and
cleaned data

Data analysis in progress Year 1
$86,517 C

ADOL = Understanding and Meeting the Needs of Adolescents; GFDK = Gender, Family, and Development Program in Kenya;
MICROB = Microbicides Activities; YLE = Youth Livelihoods in Egypt
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SO 2: (continued)

IR 2.1: (continued)

Activity Country/ies Accomplished Status Budget
Assess whether audio-
CASI is feasible to use
in developing-country
setting and whether it
produces more reliable
data on adolescent
sexual activity and
related behaviors than
traditional survey
methods
ADOL

Kenya Designed audio-CASI software;
trained data collection teams;
drew sample; field work almost
finished

Interviews with approximately
3,800 adolescents in Nyeri
District completed; interviews
with remaining 700 adolescents
to be conducted in October and
November

Year 1
$67,043 C

Determine how
education, work, family,
and communities affect
quality of adolescence
and sexual
decisionmaking, and
evaluate impact of life-
skills instruction on
adolescent reproductive
behavior
ADOL

South Africa Completed first wave of data
collection, including interviews
with 3,096 adolescents and
their families; collected
community-level data on
transportation, physical
environment, and safety;
interviewed all principals in
secondary schools of study
area; produced and
disseminated report on life-
skills instruction in schools

Currently cleaning and analyzing
first-wave data and planning for
second-wave collection activities

Year 1
$46,440 C

Review of existing
methodologies for
projecting future
trends in demand for
contraception and
method mix, and
proposal of revised or
new technologies
TRANS

Interregional Assessed validity of
assumptions underlying
existing projections made by
UN and The Futures Group;
developed new methodology
for projecting method mix;
prepared new country-level
projections to 2015

Study completed $116,094 C

SO 3: INNOVATIVE SERVICE DELIVERY STRATEGIES DEVELOPED, EVALUATED, AND, WHERE APPROPRIATE,
EXPANDED TO THE NATIONAL LEVEL.

IR 3.1: New and improved strategies developed, tested, and evaluated.

Activity Country/ies Accomplished Status Budget
Demonstrate new
approaches to
community mobilization
and service management
and test hypothesis that
fertility and child
mortality rates can be
reduced through
community services in a
rural Sahelian setting
(Navrongo Community
Health and Family
Planning Project)
XFP

Ghana Preliminary analysis of
mortality and fertility data
indicate that intensive
combined strategy cell of
experiment reduced fertility by
15 percent in three years (as of
1999); “nurse only” cell had no
impact on fertility, but has had
substantial impact on child
survival

Ongoing; preliminary analysis
complete

Year 1
$367,632 C

ADOL = Understanding and Meeting the Needs of Adolescents; TRANS = Transitions in Reproductive Behavior in the Developing World;
XFP = Experimental Family Planning Studies in Rural Africa
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SO 3: INNOVATIVE SERVICE DELIVERY STRATEGIES DEVELOPED, EVALUATED, AND, WHERE APPROPRIATE,
EXPANDED TO THE NATIONAL LEVEL.

IR 3.1: New and improved strategies developed, tested, and evaluated.

SR 3.1.a: Innovative service delivery strategies developed and evaluated, and existing strategies improved.

Activity Country/ies Accomplished Status Budget
Community-informed
experiment in
preventing female
genital mutilation
among Kassena-
Nankana of northern
Ghana (Navrongo
Community Health and
Family Planning
Project)
XFP

Ghana Completed baseline survey;
completed pilot phase;
launched full-scale
experimental activity

Ongoing Year 1
$145,112 C

SO 3: INNOVATIVE SERVICE DELIVERY STRATEGIES DEVELOPED, EVALUATED, AND, WHERE APPROPRIATE,
EXPANDED TO THE NATIONAL LEVEL.

IR 3.1: New and improved strategies developed, tested, and evaluated.

SR 3.1.b: Policy reform and program planning decisions at all levels are informed by timely and accurate data.

Activity Country/ies Accomplished Status Budget
Field station–based
demonstrations of policy
options; community-
based planning demon-
strated; community
participants involved in
dissemination to senior
policymakers (Navrongo
Community Health and
Family Planning Project)
XFP

Ghana Trained eight district health
management teams to launch
Navrongo activities; 25
districts in all ten regions of
Ghana are conducting some
form of Navrongo service
model

Ongoing Year 1
$208,708 FS

National program for
replicating and scaling-
up Navrongo
innovations in Ghana
primary health care
program (Community-
based Health Planning
and Services Project)
XFP

Ghana Disseminated Navrongo
experimental findings through
existing Ministry of Health
mechanisms; conducted
National Health Forum to
discuss CHPS progress,
problems, and plans

Ongoing Year 1
$44,754 FS

Technical assistance to
the subawarded
activities of the XFP
program (Navrongo
Community Health and
Family Planning and
Community-based
Health Planning and
Services projects)
XFP

Ghana Provided technical support to
research activities of Navrongo
experiment and collaborative
support to dissemination
program; provided technical
support for assessing pace and
coverage of utilization of
Navrongo experiment in
Community-based Health
Planning and Services Program
of service system reform

Ongoing Year 1
$407,627 Total
$311,090 C
$96,537 FS

XFP = Experimental Family Planning Studies in Rural Africa
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ACTIVITY GRID BY COUNTRY

Australia

Activity Result Accomplished Status Budget
NES/EE ring
CD

IR 1.1 Identified appropriate dose for
development of NES/EE ring
for contraception; identified
ring manufacturer; 124 of 174
subjects completed six-month
bleeding signal study; in second
high-dose arm, 41 of 75
subjects started ring use

Phase 2 study

Bangladesh

Activity Result Accomplished Status Budget
Measure nature and
degree of change in
timing of marriage and
childbearing for girls
attributable to specific
education and
reproductive health
interventions
ADOL

IR 2.1 Conducted survey; entered and
cleaned data

Data analysis in progress Year 1
$86,517 C

Bolivia

Activity Result Accomplished Status Budget
Provide technical
assistance for
improving overall
quality of family
planning and
reproductive health
services
ECC

SR 1.2.b Provided technical assistance to
Ministry of Health; developed
quality-of-care expansion and
replication strategy

Continued technical assistance
on strategies to improve
services; proposal submitted to
DfID for quality-of-care
expansion and replication study

Technical
assistance
only

Brazil

Activity Result Accomplished Status Budget
Assess effects of
consumer marketing
on use of emergency
contraception
ECC

SR 1.2.a Project cancelled; no agreement
reached between CMT and
ACHE

Cancelled N/A

Provide technical
assistance to efforts to
update national family
planning guidelines
ECC

SR 1.2.b Collaborated with Ministry of
Health to update family
planning providers

Dissemination of Portuguese-
language version of Essentials of
Contraceptive Technology and
continued support for Web site
proposed in workplan; continued
discussion on ways to update
providers

Technical
assistance
only

ADOL = Understanding and Meeting the Needs of Adolescents; CD = Contraceptive Development; ECC = Expanding Contraceptive Choice
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Egypt

Activity Result Accomplished Status Budget
Policy and overview
papers on youth
livelihoods
YLE

IR 2.1 Analyzed quantitative data;
reviewed relevant youth
policies and programs; drafted
three reports

Three reports under review $88,837
MAARD

Ethiopia

Activity Result Accomplished Status Budget
Assist MOH with
development of
nationwide
reproductive health
strategy
ECC

SR 1.2.a Provided technical assistance to
MOH; developed study to
evaluate Norplant® program;
developed activities to promote
emergency contraception to
young people

Technical assistance being
provided to Norplant® evaluation
study; emergency contraception
for young people study proposal
under review and activity
submitted in workplan

Technical
assistance
only

Evaluate national
Norplant® program
ECC

SR 1.2.c Developed proposal; completed
site selection

Instruments being developed;
recruitment underway; study
scheduled for implementation in
late September or early October
pending delivery of implants

Technical
assistance
only

Finland

Activity Result Accomplished Status Budget
NES/EE ring
CD

IR 1.1 Identified appropriate dose for
development of NES/EE ring
for contraception; identified
ring manufacturer; 124 of 174
subjects completed six-month
bleeding signal study; in second
high-dose arm, 41 of 75
subjects started ring use

Phase 2 study

Germany

Activity Result Accomplished Status Budget
Androgen implant
CD

IR 1.1 Undertook multicenter studies
in normal men to determine
MENT™ Ac dose required to
block spermatogenesis;
preliminary results show two
implants to be partially
effective and four implants
block spermatogenesis;
implants safe and well tolerated

Phase 2 study

CD = Contraceptive Development; ECC = Expanding Contraceptive Choice; YLE = Youth Livelihoods in Egypt
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Ghana

Activity Result Accomplished Status Budget
Demonstrate new
approaches to
community mobilization
and service management
and test hypothesis that
fertility and child
mortality rates can be
reduced through
community services in a
rural Sahelian setting
(Navrongo Community
Health and Family
Planning Project)
XFP

IR 3.1 Preliminary analysis of
mortality and fertility data
indicate that intensive
combined strategy cell of
experiment reduced fertility by
15 percent in three years (as of
1999); “nurse only” cell had no
impact on fertility, but has had
substantial impact on child
survival

Ongoing; preliminary analysis
complete

Year 1
$367,632 C

Community-informed
experiment in
preventing female
genital mutilation
among Kassena-
Nankana of northern
Ghana (Navrongo
Community Health and
Family Planning
Project)
XFP

SR 3.1.a Completed baseline survey;
completed pilot phase;
launched full-scale
experimental activity

Ongoing Year 1
$145,112 C

Field station–based
demonstrations of policy
options; community-
based planning
demonstrated;
community participants
involved in
dissemination to senior
policymakers
(Navrongo Community
Health and Family
Planning Project)
XFP

SR 3.1.b Trained eight district health
management teams to launch
Navrongo activities; 25
districts in all ten regions of
Ghana are conducting some
form of Navrongo service
model

Ongoing Year 1
$208,708 FS

National program for
replicating and
scaling-up Navrongo
innovations in Ghana
primary health care
program (Community-
based Health Planning
and Services Project)
XFP

SR 3.1.b Disseminated Navrongo
experimental findings through
existing Ministry of Health
mechanisms; conducted
National Health Forum to
discuss CHPS progress,
problems, and plans

Ongoing Year 1
$44,754 FS

XFP = Experimental Family Planning Studies in Rural Africa
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Ghana (continued)

Activity Result Accomplished Status Budget
Technical assistance to
the subawarded
activities of the XFP
program (Navrongo
Community Health
and Family Planning
and Community-based
Health Planning and
Services projects)
XFP

SR 3.1.b Provided technical support to
research activities of Navrongo
experiment and collaborative
support to dissemination
program; provided technical
support for assessing pace and
coverage of utilization of
Navrongo experiment in
Community-based Health
Planning and Services Program
of service system reform

Ongoing Year 1
$407,627 Total
$311,090 C
$96,537 FS

Guatemala

Activity Result Accomplished Status Budget
Assess demand and
acceptability of
Norplant®

ECC

SR 1.2.a 1,187 acceptors and only six
removals; continued enrollment
and follow-up

Enrollment and follow-up
activities ongoing; data
collection and data entry
underway

Technical
assistance
only

Honduras

Activity Result Accomplished Status Budget
Provide technical
assistance for
preparing national
family planning
guidelines
ECC

SR 1.2.b Provided technical assistance to
Ministry of Health on guideline
assessment and policy
recommendations; developed
training program for service
provision; assessed counseling
and service delivery
mechanisms for Depo-Provera

Continued technical assistance
on guidelines preparation;
training program for service
provision proposed in workplan;
assessment of Depo-Provera
counseling and service delivery
ongoing

Technical
assistance
only

Kenya

Activity Result Accomplished Status Budget
Fact sheets on girls’
lives in East and
Southern Africa
GFDK

IR 2.1 Compiled data; developed five
fact sheets

Fact sheets submitted to printer
for design and layout

$38,118 FS

Case studies of
adolescent livelihoods
programs in Kenya
GFDK

IR 2.1 Completed data collection and
write-up on four programs
focusing on girls’ livelihoods

Write-up undergoing peer review $36,882 FS

ECC = Expanding Contraceptive Choice; GFDK = Gender, Family, and Development Program in Kenya; XFP = Experimental Family Planning Studies in
Rural Africa
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Kenya (continued)

Activity Result Accomplished Status Budget
Assess whether audio-
CASI is feasible to use
in developing-country
setting and whether it
produces more reliable
data on adolescent
sexual activity and
related behaviors than
traditional survey
methods
ADOL

IR 2.1 Designed audio-CASI software;
trained data collection teams;
drew sample; field work almost
finished

Interviews with approximately
3,800 adolescents in Nyeri
District completed; interviews
with remaining 700 adolescents
to be conducted in October and
November

Year 1
$67,043 C

Senegal

Activity Result Accomplished Status Budget
Host meeting to launch
Francophone MAQ
Subcommittee
ECC

SR 1.2.c Developed meeting agenda and
coordinated logistics as part of
ad hoc group; hosted meeting

Report being written; follow-up
activities being developed as
part of Year 2 activities

$26,582 C

South Africa

Activity Result Accomplished Status Budget
Technical assistance
from FHI for Phase 2
expanded safety study of
Carraguard (PC-515)
MICROB

SR 1.3.c Assisted with refinement of
protocol, CRFs, training
workshop, and monitoring of
clinical trial

Nearly completed $75,002 C

Carraguard (PC-
515) Phase 1 safety
study in HIV-positive
women
MICROB

SR 1.3.c Protocol under development; site
and collaborator established

$124,998 C

Determine how
education, work,
family, and
communities affect
quality of adolescence
and sexual
decisionmaking, and
evaluate impact of
life-skills instruction
on adolescent
reproductive behavior
ADOL

IR 2.1 Completed first wave of data
collection, including interviews
with 3,096 adolescents and
their families; collected
community-level data on
transportation, physical
environment, and safety;
interviewed all principals in
secondary schools of study
area; produced and
disseminated report on life-
skills instruction in schools

Currently cleaning and analyzing
first-wave data and planning for
second-wave collection activities

Year 1
$46,440 C

ADOL = Understanding and Meeting the Needs of Adolescents; ECC = Expanding Contraceptive Choice; MICROB = Microbicides Activities
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United States

Activity Result Accomplished Status Budget
NES/EE ring
CD

IR 1.1 Identified appropriate dose for
development of NES/EE ring
for contraception; identified
ring manufacturer; 124 of 174
subjects completed six-month
bleeding signal study; in second
high-dose arm, 41 of 75
subjects started ring use

Phase 2 study

NES implant
CD

IR 1.1 Reformulated implants to last 2.5
years for Phase 2 study

Phase 2 study Year 1
$423,406 C

Norplant®

CD
IR 1.1 Clinical trials show implant

efficacious for seven years
Postintroduction Year 1

$163,533 C
Jadelle®

CD
IR 1.1 Clinical trials show rods

effective for five years; report
filed with Finnish Regulatory
Agency approved

Postapproval Year 1
$144,069 C

Androgen implant
CD

IR 1.1 Undertook multicenter studies
in normal men to determine
MENT™ Ac dose required to
block spermatogenesis;
preliminary results show two
implants to be partially
effective and four implants
block spermatogenesis;
implants safe and well tolerated

Phase 2 study

NES, not method-
specific
CD

SR 1.1.a Three genotoxicity studies
completed in mice and bacterial
systems indicate NES is
nonmutagenic; carcinogenicity
studies underway; completed
enzyme induction study shows
NES may not lead to drug
interactions; completed local
toxicity study in monkeys, with
no local toxicity observed

Preclinical studies Year 1
$206,657 C

Androgen, not method-
specific
CD

SR 1.1.a Completed chronic toxicology
study; animal studies underway
to determine mechanism of
action of MENT™ Ac on
prostate and muscle; completed
in vitro studies to identify liver
enzymes in MENT™ Ac
metabolism; completed
mutagenicity studies with no
evidence of genotoxic potential

Preclinical studies Year 1
$384,401 C

CD = Contraceptive Development



13

United States (continued)

Activity Result Accomplished Status Budget
Development of
spermicide containing
lignosulfonic acid
(LSA)
MICROB

SR 1.3.c Worked to establish baseline
toxicology and stability profiles
of the LSA/carrageenan/N-9
formulation

Completed $100,000 C

Interregional

Activity Result Accomplished Status Budget
Review of existing
methodologies for
projecting future
trends in demand for
contraception and
method mix, and
proposal of revised or
new technologies
TRANS

IR 2.1 Assessed validity of
assumptions underlying
existing projections made by
UN and The Futures Group;
developed new methodology
for projecting method mix;
prepared new country-level
projections to 2015

Study completed $116,094 C

MICROB = Microbicides Activities; TRANS = Transitions in Reproductive Behavior in the Developing World
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CONTRACEPTIVE DEVELOPMENT

Program Summary

The Contraceptive Development program conducts laboratory and clinical research to develop and
register new methods of contraception. Staff members identify new drugs and design delivery systems,
undertake the requisite preclinical and clinical research studies, analyze and publish findings, and submit
documentation of results to regulatory authorities for permission to undertake human trials or to distribute
methods after Phase 3 trials. The Council’s International Committee for Contraception Research (ICCR),
a core of distinguished scientists and investigators, conducts the clinical trials of the program. USAID is a
major funding source for such tasks with a number of the methods in our product pipeline, and has been
instrumental in the development of our already-marketed contraceptive methods: the Copper T family of
intrauterine devices; Norplant®; Jadelle®; and Mirena®, the levonorgestrel-releasing intrauterine system.

In the past year, Council scientists have made significant progress in their continued investigations of a
variety of contraceptive systems. The new progestin Nestorone®, a high potency progestin that is orally
inactive, is being tested in several delivery systems. Encouraging results obtained from extensive dose-
finding clinical trials of the Nestorone®/ethynylestradiol contraceptive ring have allowed Council
scientists to plan a large Phase 3 trial, which will soon be underway. Achievements have been made in the
development of various implant systems as well. A single Nestorone® implant, particularly suitable for
lactating women, has been developed and reformulated to increase the duration of contraceptive
protection. In 600 woman-years of use of this method, only one pregnancy has occurred. Another area of
research at the Council is male contraception. Clinical trials of an implant system containing a synthetic
androgen, MENTTM Ac (7α-methyl-19-nortestosterone acetate), are ongoing. To date, trials in normal and
hypogonadal men have shown that MENTTM Ac suppresses gonadotropin secretion and testosterone
while maintaining muscle mass, potency, libido, and other secondary sexual characteristics. Preliminary
results also indicate that implants delivering high doses of MENTTM Ac can block sperm production.
While clinical trials proceed, Council staff continue to investigate the safety and activity of these drugs
with extensive toxicology and pharmacology studies.
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Activity Review

Nestorone® (NES)/ethynylestradiol (EE) Contraceptive Ring

Countries: Australia, Finland, United States
Technical Monitor: Y.Y. Tsong
Period: Ongoing
Objective: To develop a contraceptive system utilizing a new progestin,

Nestorone® (NES), and ethynylestradiol (EE), that eliminates the need
for daily oral intake of steroids.

Activity Description: Nestorone® is a high potency progestin that is not active when taken orally. By
bypassing the oral route, the undesirable action of oral steroids on the liver is avoided, and side effects
related to androgenicity of progestins are reduced. Thus, this progestin is considered to be a highly
desirable steroid for use in contraceptives, including those for nursing women. The use of a very low dose
of estrogen is intended to help reduce the risk of estrogen-related side effects as well.

Two extensive Phase 2 trials were completed prior to August 1999; another Phase 2 trial, using a bleeding
signal regimen, is in progress. These are dose and schedule optimization studies. The data accumulated
have allowed us to identify an appropriate dose for development of a ring releasing NES and EE for
contraception; this ring will be tested in upcoming Phase 3 trials.

The ongoing bleeding signal study requires subjects to use the ring continuously until bleeding begins. On
the first day of a bleeding episode, the ring is removed for four days, then is reinserted on the fifth day
and remains in place until the next bleeding episode. There are two arms in this clinical study. The first
arm consists of 174 enrolled subjects at five clinics using contraceptive rings containing 50/10 or 50/20
µg/day NES/EE. Thus far, 124 subjects have completed the six-month ring-use study. Although four
pregnancies have been reported, only one of these four subjects became pregnant during proper ring use.

Due to an unfavorable bleeding pattern observed in this part of the study, a second arm was initiated using
a ring containing 150/15 µg/day NES/EE. Of a total of 75 women to be enrolled, 41 have begun ring use.
One of these women became pregnant after three months. Analysis of data from two clinics in the 150/15
group showed that first bleeding intervals were delayed when compared to those of subjects in the lower-
dose groups. Additional bleeding data will be analyzed as the study progresses.

A candidate site has been identified for the manufacturing of contraceptive rings. A system for the
mechanized manufacture of rings has been designed in collaboration with an engineering and design
company. The method allows for preparation of rings in a multiple cavity mold with prior insertion of
steroid-containing cores in the ring cavities. The goal is to manufacture contraceptive rings at a
reasonable cost for a Phase 3 clinical trial.

Implementing Organizations: Population Council, Sydney Center for Reproductive Health Research,
The Family Federation of Finland, LAC/USC Medical Center

Collaborating Organizations: Chilean Institute of Reproductive Medicine (ICMER), Dominican
Association for the Well-being of the Family (PROFAMILIA)

Activity Budget: Year 1 $712,120 Core

Contribution to Results Framework: IR 1.1
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Activity Review

Nestorone® Implant

Country: United States
Technical Monitor: Alfred Moo Young
Period: Ongoing
Objective: To develop a single Nestorone® (NES) implant system particularly

suitable as a contraceptive for lactating women and those seeking a two-
to three-year interval between pregnancies; to provide contraceptive
protection while avoiding the impact of oral steroids on the liver, and
reducing side effects related to androgenic progestins.

Activity Description: A single four-centimeter NES implant for contraception has been tested in
lactating as well as nonlactating women. This implant was designed to last for two years. Since the steroid
is not biologically active when administered orally, it was believed that it would be ideally suited for
lactating women. The implant was tested in 100 lactating and breastfeeding women for two years without
any pregnancy or adverse effects on the breastfed infants. In 600 woman-years of use with this implant in
lactating and nonlactating women, only one pregnancy was reported, and this occurred in the 24th month
of implant use.

Since the implant was designed for two years of use and because it resulted in one pregnancy, the implant
was reformulated to give a margin of safety of six months beyond the intended two years. A new implant
was developed and assessed for its in vitro release-rate profile. Compared to the four-centimeter implant,
the new reformulated implant has: (1) smaller diameter; (2) longer length; (3) larger surface area;
(4) higher drug load; and (5) higher release rate of the active steroid.

With non-USAID funding, the new implant is being tested for its performance and efficacy as a
contraceptive in 300 subjects in three clinics in Latin America, where the demand for this device for use
during lactation appears to be high. Enrollment is complete in two clinics, and 88 subjects have been
enrolled in the third clinic. Completion of enrollment is expected by the end of 2000. The study will last
for approximately three years.

In vitro release-rate assessment will continue throughout this period. Negotiations with potential
manufacturers are ongoing.

Implementing Organization: Population Council
Collaborating Organizations: Campinas Center for Research and Control of Maternal and Childhood

Diseases (CEMICAMP), Chilean Institute of Reproductive Medicine
(ICMER), Dominican Association for the Well-being of the Family
(PROFAMILIA)

Activity Budget: Year 1 $423,406 Core

Contribution to Results Framework: IR 1.1
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Activity Review

Norplant®

Country: United States
Technical Monitor: Irving Sivin
Period: Ongoing
Objective: The study was designed to obtain information on the effectiveness of

the “soft tubing” six-capsule Norplant® implant for five- to seven-year
periods.

Activity Description: Beginning in 1990, the six-capsule Norplant® implant contraceptive manufactured
with “soft tubing” was studied in ten clinics. By 1999, 300 women in these trials had completed seven
years of use. No pregnancies were reported during this reporting period. The cumulative five-year
pregnancy rate was 1.1 per 100, a rate comparable to that found among women who have had irreversible
tubal ligation. Both the sixth- and the seventh-year pregnancy rates were less than 1 per 100. The
cumulative seven-year rate is 1.9–2.0. Analysis of the seven-year data was completed during the initial
half of the year for filing with the US FDA to permit use of Norplant® for a seven-year period. The “U”
technique study in the removal of the implants has been completed.

Analysis of the Post-marketing Surveillance Study of Norplant® Implants, carried out in collaboration
with the World Health Organization and Family Health International, has been completed. This study was
a controlled concurrent study of Norplant®, IUDs, and sterilization involving 16,000 women in eight
countries. Data collection was completed in 1997. Three papers have been prepared and accepted for
publication. They are on reproductive health effects, other health effects and adverse effects, and
contraceptive efficacy during current use.

Implementing Organization: Population Council
Collaborating Organizations: Siriraj Family Health Research Center, National University of

Singapore
Activity Budget: Year 1 $163,533 Core

Contribution to Results Framework: IR 1.1
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Activity Review

Jadelle® (Levonorgestrel Two-Rod Implant System)

Country: United States
Technical Monitor: Irving Sivin
Period: Ongoing
Objective: To validate the claim that the levonorgestrel two-rod implant system is

highly effective for five years.

Activity Description: Clinical trials of the levonorgestrel two-rod implant system, Jadelle®, were
completed in 1999. Data from the trials strongly support a claim of effectiveness for five years with a
cumulative pregnancy rate slightly above 1 per 100. Analysis of data collected in these studies was filed
with and approved by the Finnish Regulatory Agency. This approval provided the basis for a change of
the product labeling to permit the use of these rod implants for a five-year period. For five years, the
efficacy of the rod implants matched that of the highly effective “soft tubing” Norplant® capsule system.
A file to the US FDA claiming five-year effectiveness of Jadelle® has been completed and will be
submitted in September 2000.

Implementing Organization: Population Council
Collaborating Organizations: Siriraj Family Health Research Center, National University of

Singapore
Activity Budget: Year 1 $144,069 Core

Contribution to Results Framework: IR 1.1
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Activity Review

Nestorone®, Not Method-Specific

Country: United States
Technical Monitor: Kalyan Sundaram
Period: Ongoing
Objective: To conduct pharmacology and toxicology studies required by regulatory

agencies for all methods utilizing Nestorone® (NES).

Activity Description: Previous pharmacologic studies have shown that NES has no androgenic,
estrogenic, or glucocorticoid activity in animals. In addition, its progestational activity is greater than that
of levonorgestrel. In the past year, three NES genotoxicity studies have been completed in mice and in
bacterial systems, and have shown that NES is nonmutagenic.

Currently, a placebo-controlled carcinogenicity study is underway in rats, using three dose levels of NES.
The study will continue for two years. A second carcinogenicity study will be conducted in transgenic
mice for six months. An enzyme induction study in cultured human hepatocytes to investigate the
potential for NES to induce cytochrome P450 isoenzymes was completed. Cytochrome P450 isoenzymes
are important for oxidative metabolism in the liver. Changes in drug metabolism can lead to drug
interactions, which may result in toxicity, treatment failure, or loss of drug effect. The study showed that
NES did not induce cytochrome P450 isoenzymes, and thus may not lead to drug interactions.

A local toxicology study of rings releasing NES in cynomolgus monkeys is now complete, and no local
toxicity has occurred.

Other activities related to NES, not attributed to specific methods, are radioimmunoassay of clinical blood
samples; legal fees; testing of bulk drug received from the manufacturer, including impurity profiling; and
analyses (HPLC, nuclear magnetic resonance, infrared, thin layer chromotography).

Implementing Organization: Population Council
Collaborating Organization: University of Helsinki
Activity Budget: Year 1 $206,657 Core

Contribution to Results Framework: SR 1.1.a
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Activity Review

Androgen Implant

Countries: Germany, United States
Technical Monitor: Kalyan Sundaram
Period: Ongoing
Objective: To develop an implant releasing the synthetic androgen MENTTM

acetate in order to suppress spermatogenesis in men.

Activity Description: Council scientists continued development of an implant releasing MENTTM Ac
(7α-methyl-19-nortestosterone acetate), which has a biological potency ten times that of testosterone.
Previous studies of MENTTM Ac in animals and in normal and hypogonadal men have shown that
MENTTM Ac is a synthetic androgen that suppresses gonadotropin secretion and testosterone, while
maintaining muscle mass, potency, libido, and other secondary sexual characteristics. An earlier
comparative study of MENTTM Ac implants and testosterone enanthate injection for the treatment of
hypogonadism in men showed that two MENTTM Ac implants appeared to be as effective as the standard
treatment (testosterone enanthate) for hypogonadal men. The implants were also well tolerated and were
reported to be more acceptable than the injections.

A multicenter six-month dose-finding study of MENTTM Ac implants in 36 normal men is underway to
determine the dose required to block sperm production. One, two, or four implants are inserted; the
implants are 4.5 centimeters long, contain 135 mg of MENTTM Ac and release approximately 400 µg/day.

Preliminary results indicate that four implants block sperm production in most of the men, and two
implants are partially effective. Clinical chemistry parameters show the drug to be safe; in addition, the
implants are well tolerated. In another dose-finding study, the effect of one or two MENTTM Ac implants
in 20 hypogonadal men is being investigated.

Currently, attempts are underway to reformulate the method so that only two or three implants will be
required for contraception.

Implementing Organizations: Population Council, Institute of Reproductive Medicine of the
University of Münster

Collaborating Organizations: Chilean Institute of Reproductive Medicine (ICMER), Dominican
Association for the Well-being of the Family (PROFAMILIA), Medical
Research Council

Activity Budget: Year 1 $465,814 Core

Contribution to Results Framework: IR 1.1



24

Activity Review

Androgen, Not Method-Specific

Country: United States
Technical Monitor: Kalyan Sundaram
Period: Ongoing
Objective: To conduct pharmacology and toxicology studies required by all

regulatory agencies for all methods utilizing MENTTM Ac.

Activity Description: A chronic toxicology study of MENTTM Ac (7α-methyl-19-nortestosterone
acetate) was completed in rats and monkeys, and standard toxicology procedures that met the FDA
guidelines were followed. The toxicology report and an amendment to the IND were submitted.

Physiological studies in animals are now underway to investigate the mechanism of action of MENTTM

Ac on muscle and prostate. The effect of androgens on protein synthesis/degradation machinery is being
investigated. Preliminary results show that androgens have an effect on the proteosome pathway in
muscle, suggesting a possible mechanism for the anabolic action of androgens.

In vitro studies to identify the liver enzymes involved in the metabolism of MENTTM Ac have been
completed. It was determined that both rat and human liver metabolize MENTTM Ac in a similar way.
Mutagenicity studies of MENTTM Ac were completed as per US FDA guidelines. The results indicate no
evidence of genotoxic potential.

Implementing Organization: Population Council
Collaborating Organization: University of Helsinki
Activity Budget: Year 1 $384,401 Core

Contribution to Results Framework: SR 1.1.a
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EXPANDING CONTRACEPTIVE CHOICE

Program Summary

The Population Council’s Expanding Contraceptive Choice (ECC) program has long existed as a part of
the Council’s Programmatic Cooperative Agreement with USAID. During Year One of the current
agreement, ECC continued its contraceptive introduction activities within a framework of reproductive
health. ECC combined expertise in technical assistance, provider training, and policy dialogue to improve
the availability, accessibility, and quality of contraceptive technologies. Programs were implemented by
regionally based staff in Campinas, Brazil; Nairobi, Kenya; and Dakar, Senegal; and managed centrally in
New York by the program director and program manager.

ECC continued to work on expanding the use of dual methods, including barrier methods such as the
male and female condom, in order to help individuals achieve goals of pregnancy prevention and
HIV/STI risk reduction. Program staff, both New York– and regionally based, participated in national and
international conferences and workshops; conducted contraceptive technology updates for providers,
ministry-level decisionmakers, service-delivery personnel, and program managers; and provided technical
assistance to national family planning programs in developing and updating their family
planning/reproductive health guidelines. All of our contraceptive technology introduction/reintroduction
activities and expanding contraceptive choice activities are designed to be conceptually and practically
situated within a reproductive health framework. To reflect this intent we have incorporated the ECC
program within the Population Council’s Ebert Reproductive Health Program.

During Year One, only a few activities were funded under this agreement, as the main focus was on the
completion of activities funded by Cooperative Agreement CCP-A-00-94-00013, the Population
Council’s previous Programmatic Cooperative Agreement that ends September 30, 2000. Examples of
these activities include a demonstration project to expand contraceptive choices in Zambia while
improving quality of care through the introduction of DMPA and in-service training for service-delivery
providers in the Copperbelt; utilizing a network of women’s and feminist groups and NGOs in Brazil as
multipliers of knowledge about emergency contraception, a project collaborated on with NEPAIDS and
the Pacific Institute for Women’s Health; exploring alternative channels for education on and for
distribution of emergency contraception for youth in Zambia; developing a contraceptive technology
Internet Web site for health care providers in Brazil; collaborating in a study of the effects of a new
method of in-service training on the reduction of medical barriers to contraception in Kenya (with FHI
and JHPIEGO); and expanding contraceptive choice by the addition of DMPA to the method mix for
urban private practitioners in Gujurat. ECC program management staff in New York met with the key
staff involved in these activities and visited most of the field sites associated with them to assess progress
to date. Based on these site visits and subsequent study findings, ECC staff have been working together to
develop new activities that will expand, replicate, continue, or build on lessons learned from the previous
activities. These efforts will only begin taking place in Year Two of the agreement.

The New ECC Program

During Year One, ECC experienced some dramatic staffing changes. The results of these changes can be
seen in a new program strategy, in some significant accomplishments to date, and in the activities to be
continued or implemented during Year Two. One major change was the departure of both Martha Brady,
who was the program director, and Ellin Kao, program manager. Suellen Miller has taken over the
leadership of ECC along with Barry Ravitch as the new program manager. Both Dr. Miller and Mr.
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Ravitch bring new skills and interests, and have already established new directions for the overall strategy
and supporting activities of ECC.

Another change was the departure of Davy Chikamata, the medical associate for ESA. As part of a new
personnel strategy, instead of replacing Dr. Chikamata, we have decided that our strategic purposes will
be better served by contracting regionally and locally based medical and technical consultants on a per
project basis. These individuals will bring a diversity of skills and talents to our program, and will be
selected on the basis of how they complement our own comparative advantages. Finally, Loren Galvão,
working out of the ECC Brazil LAC office, will increase her time to 60 percent for ECC in LAC in Year
Two. She will be engaged in some of the program’s more exciting contraceptive technology introduction
activities. In addition to Dr. Galvão, we have two ECC medical associates, Brazil-based Juan Díaz and
Senegal-based Penda N’Diaye (WCA). John Skibiak, a social scientist, is our field staff in ESA.

Our newly reformed group met in July 2000 to establish a new mission, goals, and objectives (see below)
in order to develop a strategy for the next five years. After the meeting, which was attended by CTO
Felice Apter, Dr. Miller continued working with Dr. Apter, Jeff Spieler, Sarah Harbison, and others at
USAID in order to refine a strategy for future ECC activities.

Mission, Goals, and Objectives

The mission of the new ECC program is to improve the reproductive health of individuals and
communities by expanding their contraceptive choices.

Our goal, broadly stated in the framework of the WHO Strategy, is to increase the contraceptive
options available to women and men in developing countries by expanding the use, availability, and
accessibility of safe, effective, and acceptable contraceptive technologies. These include both
existing technologies, whose potentials may not yet be realized, as well as new technologies
developed by the Population Council and others. We focus not only on expanding choices within the
health care delivery system, but also on expanding the accessibility of contraceptive technologies
through alternative delivery systems, working with community-based, regional, and national
women’s and other groups.

Our overall objective is to facilitate the introduction or reintroduction of those contraceptive
technologies that are safe, likely to expand choice in ways consistent with different individuals’
reproductive health goals, and programmatically feasible and sustainable.

Our specific objectives are to:

1. Explore and establish links between new or underutilized contraceptive technologies and
individuals’ (particularly adolescents’) reproductive health needs and intentions by conducting
knowledge-generating and intervention activities at the user, community, and service-delivery
levels.

2. Develop and test new strategies for introducing contraceptive technologies by conducting
introduction, demonstration, and pilot studies and basing scaling-up and replication studies on
the successes and lessons learned from them.

3. Integrate dual protection concepts, methods, knowledge, skills, and behaviors into all
reproductive health activities in order to decrease the risk of both unwanted pregnancies and
STI/HIV transmission. (This is an objective of all Population Council activities.)

4. Understand the ways that service-delivery systems and providers constrain the introduction and
utilization of contraceptive technologies and limit the range of available methods and choices, by
conducting provider assessments of knowledge and attitudes and observations of client–provider
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interactions; then use the findings to develop and test change interventions, which, in turn, we
will evaluate for impact.

5. Facilitate the introduction of contraceptive technologies and, once they have been introduced,
work toward their remaining within country programs with quality delivery, by conducting
technical assistance for policy-setting decisionmakers, policymaking health care professionals
and educators, and decision-influencing community and NGO leaders.

6. Widely disseminate findings from the various research; technology-support; and community-,
individual-, and service-delivery–focused activities in order to influence the broadest range of
practitioners, researchers, and health advocates and to dispel myths about contraceptive
technologies. We will do this by producing and conducting a variety of publication and
communications activities, including academic journal articles, newsletters, workshops, Internet-
based dissemination sites, distance-learning, articles in the lay press, and other methods.
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Activity Review

Technical Assistance to the Development of a Reproductive Health Strategy in Ethiopia

Country: Ethiopia
Technical Monitor: John P. Skibiak
Period: September 1999–ongoing
Objective: To provide technical assistance to a working group developing a

reproductive health strategy for Ethiopia.

Activity Description: The 1997 Ethiopia Reproductive Health Needs Assessment—conducted under the
auspices of the Ministry of Health (MOH) by UNFPA, WHO, and the Population Council/ECC—used
qualitative data to examine the reproductive health environment within the country. The MOH and the
reproductive health community have accepted this report positively and have asked the collaborating
institutions to work together on devising a nationwide reproductive health strategy and agenda. ECC has
and will continue to play a significant role on this committee.

As part of these efforts, ECC has been requested to provide technical assistance to an evaluation of the
national Norplant® program. From April to September 2000, John Skibiak, ECC social scientist for East
and Southern Africa, collaborated with the MOH and UNFPA in designing this evaluation. In autumn
2000, ECC will provide technical assistance for project implementation (see next page).

Other activities have included working with the MOH to design strategies to deliver reproductive health
and family planning services, including emergency contraception. Interested parties (including the MOH,
USAID/Ethiopia, WHO, Family Guidance Association of Ethiopia, Consortium of Family Planning
NGOs in Ethiopia, Pathfinder, Family Health International, and the Population Council/ECC) attended a
series of meetings between the fall of 1999 and the summer of 2000 in order to develop and prioritize
strategic activities. We have developed two proposals to further the knowledge base on youth and
contraception in Ethiopia. One of these tests the impact of expanding youth’s access to coital-dependent
methods and the other, the impact of introducing emergency contraception in NGO family planning
clinics.

Implementing Organization: Population Council
Collaborating Organizations: UNFPA, WHO, Ethiopia MOH
Activity Budget: Technical assistance only

Contribution to Results Framework: SR 1.2.a
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Activity Review

Technical Assistance to Evaluation of the National Norplant® Program of Ethiopia

Country: Ethiopia
Technical Monitor: John P. Skibiak
Period: April 2000–January 2001
Objective: To evaluate Ethiopia’s national Norplant® program.

Activity Description: Norplant® has been available in Ethiopia since 1994. In 1997, the MOH expanded
availability of the method into more than 24 health facilities. At the same time, however, concerns began
to surface over the quality of implant services. The 1997–98 WHO Reproductive Health Needs
Assessment found that, despite the implant’s popularity, the rapid expansion of services had given rise to
a number of logistical and other operational constraints, including periodic stockouts. Another concern
was the ability of existing training programs to transfer the requisite knowledge and skills required—
some providers, for example, reported having performed many insertions yet had not been trained in
removal techniques. Finally, there was concern about a lack of adequate mechanisms for client follow-up,
particularly for contacting implant users for removal after five years.

In response to these concerns, it was recommended that an evaluation be undertaken of the national
Norplant® program. With supplemental funding from UNFPA/Ethiopia, the MOH agreed to implement
this evaluation. As part of its ongoing technical assistance to the MOH, ECC was asked to participate in
this project. Specific objectives for this study include assessing the place of contraceptive implants in the
primary health care services and documenting how the introduction of implants satisfies users’ needs, fits
within service-delivery capabilities, and expands contraceptive choice. In addition, the study will be the
foundation for data-based recommendations as to whether contraceptive implants should be expanded and
scaled-up to the rest of the country. If the recommendations are for expansion, Ethiopia may be a site for
examining a Norplant® to Jadelle® transition.

Data collection will occur at service-delivery points that provide Norplant®. A modified, implant-focused
situation analysis will be used to assess and describe the availability, functioning, and quality of implant-
related reproductive health services. A univariate data analysis will then be prepared for an international
team of technical experts (one each from WHO, the Population Council, and USAID) for review and
further analysis. Secondary site visits will occur if necessary in order to refine findings. Finally, the expert
team will present its findings and recommendations at a national dissemination workshop.

Since April 2000, ECC staff have assisted the MOH, UNFPA, and USAID/Ethiopia on project
development. In October 2000 ECC will provide technical assistance to project implementation—
instrument revisions, setting up data entry systems, training and supervision of data collectors and data
entry personnel, and assistance with analysis and report writing.

Implementing Organization: Population Council
Collaborating Organizations: UNFPA/Ethiopia, Ethiopia MOH, Consortium of Family Planning

NGOs in Ethiopia, Family Guidance Association of Ethiopia,
USAID/Ethiopia, WHO

Activity Budget: Technical assistance only

Contribution to Results Framework: SR 1.2.c



32

Activity Review

Launching the Francophone MAQ Subcommittee

Country: Senegal
Technical Monitor: Penda N’Diaye
Period: July 2000
Objective: To provide in-country support to a meeting to launch a Francophone

MAQ Subcommittee for the global MAQ initiative.

Activity Description: The USAID-sponsored Initiative to Maximize Access and Quality (MAQ) brings
together staff from USAID Washington, USAID missions, the cooperating-agency (CA) community and
program managers to identify and implement practical, cost-effective, focused, and achievable
interventions aimed at improving both access to and quality of family planning and selected reproductive
health services. The global MAQ initiative has been active in Francophone West Africa since 1995 when
decisionmakers and health professionals from ten Francophone countries gathered for a regional
conference in Burkina Faso to distill and disseminate lessons learned in MAQ and develop national MAQ
action plans. Since that meeting, the region has made significant progress in increasing access to and
improving quality of care. For example, each country in the region has developed or is developing
national service policies, norms, and protocols (PNPs), and many countries are implementing strategies to
ensure that these PNPs are implemented at the service-delivery level.

In March 1999, with technical and financial support from ECC, a follow-on regional MAQ Francophone
conference was convened in Dakar, Senegal, to focus on the application and use of the national PNPs.
Participants provided examples of the application of MAQ principles in the region, including community
involvement in quality-of-care efforts, the implementation of effective supervisory systems, and
motivation of providers to improve quality. Country delegations identified their next steps for developing
and applying the PNPs.

To institutionalize the commitment and enthusiasm for the MAQ initiative in the region so clearly
demonstrated at the 1999 conference, an ad hoc committee was established to create a permanent regional
Francophone MAQ Subcommittee to the MAQ Steering Committee. This committee consists of
representatives of USAID, senior technical professionals from Francophone Africa, and CAs active in the
region. The regional Francophone MAQ Subcommittee will be the first MAQ Steering Committee
advisory body with a locus of activity in the countries and regions where the MAQ initiative is
implemented.

At the request of USAID, the Population Council, in collaboration with JHPIEGO and INTRAH/PRIME II,
took the lead on organizing a meeting in Dakar to formally establish the Francophone MAQ
Subcommittee. Meeting participants worked together to, among other things, define the subcommittee’s
mission and scope of work for the coming year.

This inaugural meeting of the subcommittee brought together CAs involved in the development of the
subcommittee, representatives from the Ministry of Health in Senegal, representatives from USAID
missions throughout the Francophone Africa region, and participants from institutions within the nine
Francophone African countries currently or previously involved in MAQ-related activities. Regional
participants, consisting of health professionals from both the private and public sector, were selected
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based on their ability to influence policy within their respective countries. Each participating CA was
responsible for funding representatives from a particular country to attend.

The meeting was held 24–26 July in Dakar. Dr. Penda N’Diaye, medical associate for ECC, along with
Dr. Barbara Jones of JHPIEGO and Dr. Rebecca Kohler of INTRAH/PRIME II, served as cochairpersons
for this meeting. Dr. N’Diaye directly oversaw the in-country administrative details involved with
arranging this meeting and is responsible for follow-up activities.

Implementing Organization: Population Council
Collaborating Organizations: JHPIEGO, INTRAH/PRIME II
Activity Budget: $26,582 Core

Contribution to Results Framework: SR 1.2.c
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Activity Review

Technical Assistance to the Ministry of Health in Bolivia

Country: Bolivia
Technical Monitor: Juan Díaz
Period: Ongoing
Objective: To provide technical assistance to the Ministry of Health of Bolivia in

improving the overall quality of services in family planning and
reproductive health and to introduce injectables into the programs.

Activity Description: Since 1999, ECC has provided technical assistance to the Ministry of Health
(MOH) of Bolivia in developing strategies to improve the overall quality of family planning and
reproductive health services. The MOH has requested that ECC continue to provide this technical
assistance, primarily for completing the process of introducing injectables in the public sector.

In addition, ECC collaborated with the MOH on developing a proposal to expand and replicate quality of
care–based intervention strategies within the country. The proposal was developed and has been
submitted to DfID/Bolivia for funding.

Implementing Organization: Population Council
Collaborating Organization: Bolivia MOH
Activity Budget: Technical assistance only

Contribution to Results Framework: SR 1.2.b
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Activity Review

Technical Assistance to Updating National Family Planning Guidelines in Brazil

Country: Brazil
Technical Monitor: Juan Díaz
Period: Ongoing
Objective: To continue to provide technical support to the Ministry of Health in its

efforts to update and revise the national family planning guidelines.

Activity Description: Efforts have been made to incorporate the technical content of the national family
planning guidelines into existing training programs, education curricula, and so forth. ECC staff members
have played an ongoing role in these efforts, both on a consultative and programmatic level. In fact, a
contraceptive technology Internet Web site for providers, created by ECC and the Brazilian Federation of
Societies of Obstetrics, is one such example of a project to achieve the Ministry of Health’s goals. ECC
staff in Brazil will continue to attend meetings with key stakeholders to review and evaluate completed
work and assist in strategic development.

Implementing Organization: Population Council
Collaborating Organization: Brazil MOH
Activity Budget: Technical assistance only

Contribution to Results Framework: SR 1.2.b
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Activity Review

Technical Assistance to a Pre-introduction Study of Norplant in Guatemala

Country: Guatemala
Technical Monitor: Juan Díaz
Period: October 1999–October 2001
Objective: To assess demand and acceptability of Norplant® among Guatemalan

women and to develop a profile of women who select this method.

Activity Description: The Population Council (under Cooperative Agreement 520-0357-A-00-4169) is
collaborating with the Guatemala Social Security Institute (IGSS) and the local IPPF affiliate, the
Guatemala Association for the Well-being of the Family (APROFAM), to conduct a study to assess
demand and acceptability of Norplant® among Guatemalan women and to develop a profile of women
who select this method. The study is being conducted in four clinics in Guatemala City (urban and
periurban women) and one clinic in the province of Quezaltenango (for rural Mayan women). The study
will also assess continuation and failure rates and user satisfaction. In addition, there is a willingness-to-
pay component to help determine if APROFAM could charge for the method. While this project is not
funded by ECC, Juan Díaz, the ECC medical associate for Latin America and the Caribbean, is providing
technical assistance to the project.

Activities commenced in October 1999. The first three months were spent finalizing instruments and
materials and training physicians and counselors. Study participants began receiving Norplant® implants
in all five clinics beginning in January 2000. Over the following six months, the method was accepted by
1,187 women, with only six requesting removal. Acceptance per month continues to increase, with 301
acceptors during June 2000. During the upcoming year, the study will continue to recruit new acceptors
and to assess the progress of acceptors to date. USAID/Guatemala has made a commitment to provide
implants for this study through November 2000, which we expect will be enough to cover the needs of
the project through June 2001.

Implementing Organization: Population Council
Collaborating Organizations: Guatemala Social Security Institute, APROFAM
Activity Budget: Technical assistance only

Contribution to Results Framework: SR 1.2.a
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Activity Review

Technical Assistance to the Ministry of Health in Honduras

Country: Honduras
Technical Monitor: Juan Díaz
Period: Ongoing
Objective: To provide technical assistance to the Ministry of Health of Honduras in

preparing the national family planning guidelines.

Activity Description: Since 1995, ECC has been providing technical assistance to the Ministry of Health
(MOH) of Honduras in preparing the guidelines for family planning/reproductive health. The MOH has
requested the continued technical assistance of ECC staff. This technical assistance has taken many
different forms, including conducting contraceptive technology updates, reviewing technical guidance
documents, and participating in policy dialogues.

At a meeting with MOH staff in 2000, it was revealed that the impact of the guidelines on quality of care
has been limited, mainly because of the lack of trained personnel to provide postpartum and reproductive
health care. The training capacity of the MOH to professionals already working in the public sector is also
limited, and short-term courses appear to be insufficient to give the level of proficiency needed. Based on
these findings, ECC has been requested to develop a project within the Faculty of Medical and Nursing
Sciences at the National Autonomous University.

The MOH also discussed with ECC ongoing concerns with Depo-Provera in Honduras. Although the
method has a high acceptance rate, the MOH is concerned about the increasing demand for the method
and its replacement of the IUD as the most popular method in many settings. The MOH fears that this
replacement is due to a lack of counseling rather than method choice. Further, there is a likelihood that
this increase in demand may rapidly lead to major stockouts of DMPA®.

To address these issues, the MOH has asked ECC staff to provide technical assistance to efforts to
improve the in-country logistics system in order to make Depo-Provera available in all clinics, to look for
mechanisms that ensure the long-term provision of the method, and to continue efforts aimed at
improving quality of care and free choice.

Implementing Organization: Population Council
Collaborating Organizations: Honduras MOH, Honduran Family Planning Association

(ASHONPLAFA)
Activity Budget: Technical assistance only

Contribution to Results Framework: SR 1.2.b



38

YOUTH LIVELIHOODS IN EGYPT

Program Summary

Youth Livelihoods in Egypt is a research project to better understand the role of young people’s entry into
and experience in the labor force. The largest generation of adolescents in world history is now making
the transition from childhood to adulthood. These young people are beginning not only their reproductive
lives, but also their productive lives. The Population Council is beginning to work with colleagues in
Africa and Asia to obtain a better understanding of the opportunities and constraints these young people
face and to evaluate the cost-effectiveness of interventions for better outcomes. Youth Livelihoods in
Egypt is a part of that effort.

While there has been a recent profusion of publications on adolescent reproductive behavior, several
serious gaps remain in our understanding of adolescent experience and our ability to develop policy
recommendations designed to support successful transitions. Youth Livelihoods in Egypt has two broad
objectives: (1) to document patterns and trends in the incidence and timing of key events during an
adolescent’s transition to adulthood, including school leaving, formal employment, marriage, first and
subsequent births, and their interrelationships; and (2) to advance knowledge about the key external
factors affecting the timing of these events, with a particular focus on the availability of work
opportunities and their content in terms of training and capacity building; and the reproductive health
service environment. The ultimate goal is to identify policy interventions that will delay marriage and
childbearing sufficiently to create conditions in which more “successful” transitions to adulthood can
occur.
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Activity Review

Youth Livelihoods in Egypt

Country: Egypt
Technical Monitors: Barbara Ibrahim and Sajeda Amin
Period: August 1999–June 2001
Objective: To analyze trends and patterns in youth employment in Egypt and the

social context of work for young girls.

Activity Description: The specific aims of project activities were to learn more about (1) the range of
options and work roles available to youth; (2) the process of entry into the work force and the context in
which requisite skills for the labor force are acquired; (3) the social and psychological impact for young
women of participation in livelihoods activities; and (4) the gaps in existing policies and programs. We
also intended to identify new areas for policies and programs that could enhance opportunities for young
women.

Several significant achievements have been made. Quantitative data on the issues described above were
gathered through a special module on youth livelihoods attached to the nationally representative labor
force survey conducted in 1998 by the Economic Research Forum. The module was designed by the
Population Council team to broaden the labor force survey’s focus by including additional questions on
labor force entry, work history, and educational background and training, as well as questions designed to
capture issues relevant to young women’s decisions about marriage and childbearing. A parallel
qualitative component consisted of in-depth interviews with young people and key informants.

Data generated from analysis of the quantitative data and a review of relevant policies and programs for
youth were the subject of three publications produced by the Population Council that are currently under
review. These combine varied data sources to begin identifying areas of opportunity and constraints for
young entrants to the labor market. The reports highlight gender differences and point to areas for policy
intervention.

Implementing Organization: Population Council
Collaborating Organization: Economic Research Forum
Activity Budget: $88,837 MAARD

Contribution to Results Framework: IR 2.1
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GENDER, FAMILY, AND DEVELOPMENT PROGRAM IN KENYA

Program Summary

The Council’s Gender, Family, and Development (GFD) program explores how social, economic, and
cultural factors affect individuals’ reproductive health and overall wellbeing. In Kenya, the GFD program
uses a broad multisectoral approach to improve adolescent girls’ and boys’ experiences in socializing
environments (school, family, community, work, and sports participation) and in health services, with a
view to making positive impacts on individual wellbeing as well as on reproductive health. GFD strongly
believes that positive adolescent reproductive health behavior and outcomes are closely linked to other
aspects of young people’s lives, such as education, work and livelihoods, family, sports, and creativity
and self-expression. Our work is centered on four main areas: (1) evaluating existing youth and gender-
related programs; (2) pilot testing new approaches to reaching adolescents, with special emphasis on girls;
(3) measuring the impact of programs on young people’s lives; and (4) influencing program managers and
policymakers to address gender-related issues.

As part of our efforts to achieve the aforementioned objectives, with support from USAID, GFD initiated
a two-pronged project. Its components are: (1) fact sheets on various aspects of girls’ lives in East and
Southern Africa; and (2) case studies of successful livelihoods programs for young women in Kenya. The
data, information, and lessons learned through these activities provide useful guidance to policymakers
and program managers in their decisionmaking process related to adolescent programming.

During Year One of the cooperative agreement, the Council completed the five fact sheets; documented
four local girls’ livelihoods programs; and completed an overview paper summarizing the economic
situation of young women in Kenya.



41

Activity Review

Fact Sheets on Girls’ Lives in Eastern and Southern Africa

Country: Kenya
Technical Monitor: Annabel Erulkar
Period: August 1999–December 2000
Objective: To create fact sheets on various indicators pertaining to girls’ lives in

East and Southern Africa to be used as an information resource for
program planners and policymakers.

Activity Description: It is important for policymakers and program managers to have a sound
understanding of the broad context of young people’s lives, including schooling and livelihoods
experiences as well as experiences of violence, in order to design appropriate interventions. As a first step
toward creating greater awareness and understanding of these issues, the Gender, Family, and
Development program in Kenya has developed five fact sheets, or briefs, on various aspects of girls’ lives
that make use of statistics from the East and Southern Africa region. The completed fact sheets cover the
following subjects: young women’s livelihoods; girls, young women, and sports; sexual violence against
girls and young women; barriers to girls’ education; and the diversity of boys’ and girls’ lives in East and
Southern Africa.

During Year Two, the fact sheets will be disseminated widely among Africa-based reproductive health
organizations, relevant government institutions, NGOs, and youth-serving organizations.

Implementing Organization: Population Council
Activity Budget: $38,118 REDSO/ESA Field Support

Contribution to Results Framework: IR 2.1
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Activity Review

Case Studies of Adolescent Livelihoods Programs in Kenya

Country: Kenya
Technical Monitor: Banu Khan
Period: August 1999–December 2000
Objective: To conduct in-depth case studies of a few programs designed to expand

economic options for adolescent girls in Kenya, and provide lessons
learned for policymakers and program planners.

Activity Description: There is limited documentation of programmatic experiences in the area of young
people’s livelihoods. In 1999 Population Council staff, drawing from the Council’s 1997 survey of youth-
serving organizations, identified four local Kenyan programs for documentation purposes. Council staff
then conducted in-depth case studies of the four selected programs, which were chosen for their
innovative nature or extensive experience in the field of expanding livelihoods options for young girls.
The four programs are: (1) The Limuru Girls Centre; (2) The Shanzu Transitional Workshop for Disabled
Girls; (3) Incentives from Marianists to Assist the Needy to Be Independent; and (4) Sinaga Women and
Child Labour Resource Centre. The lessons learned through these studies provide invaluable information
in terms of what works, what doesn’t, and why. An overview paper summarizing the economic situation
of young women in Kenya was also completed.

In the coming year, the Council will publish and disseminate the case-study document widely both within
the ESA region as well as internationally. We anticipate that this work will contribute to the process of
developing even more effective and appropriate livelihoods programs for adolescent girls.

Implementing Organization: Population Council
Activity Budget: $36,882 REDSO/ESA Field Support

Contribution to Results Framework: IR 2.1
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EXPERIMENTAL FAMILY PLANNING STUDIES IN RURAL AFRICA

Program Summary

The fertility impact of family planning programs in rural African settings has been debated in the policy
literature for three decades. More recently, debate in the health policy community surrounds the question
of whether improving health equity will improve child survival. To resolve these debates, the Navrongo
Health Research Centre (NHRC), under a subagreement with the Council, launched a field experiment to
test the relative demographic impact of four alternative approaches to providing community health
services in a rural traditional district of northern Ghana. This experiment, known as the Community
Health and Family Planning Project (CHFP), was launched as a pilot in 1994 and scaled-up to a district-
wide trial in 1996. Preliminary results of the project have demonstrated that service activities, community
organization, and mobilization can improve the impact of primary health care and family planning
services and reduce fertility and mortality. Assessing the impact of this system of interventions, however,
requires observation of the experiment over a time period sufficient for the demographic impact of the
Navrongo experiment to be fully measured. Under the same subagreement, the NHRC has also launched
an important new initiative to test means of reducing the practice of female genital mutilation (FGM).

In response to evidence of project success, the Ghana Ministry of Health (MOH) adopted the CHFP as a
model for national community health services reform and, under a separate Council subagreement with
the NHRC, launched a new program to foster replication of the CHFP in all 110 districts in Ghana.
Known as the Community-based Health Planning and Services Project (CHPS), this new initiative has
brought about the introduction of Navrongo-like services in 25 districts throughout Ghana.
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Activity Review

The Navrongo Community Health and Family Planning Project

Country: Ghana
Technical Monitor: James F. Phillips
Period: January 1994–August 2004
Objective: The Navrongo Community Health and Family Planning Project (CHFP)

is a field experiment that tests the hypothesis that fertility and child
mortality rates can be reduced through community services in a rural
Sahelian setting of northern Ghana. Testing this hypothesis addresses
subsidiary aims of understanding the social and behavioral determinants
of demographic dynamics in rural Africa. Conducting the experiment
addresses the aim of developing a functioning service model that can be
used to foster organizational change and development in community
health services in the national health care program.

Activity Description: The CHFP has been in full-scale operation for four years. Dimensions of the
experiment test the relative impact of involving a traditional society in program management versus
reorienting MOH services to village-based activities versus the joint effect of pursuing these mobilization
activities in a coordinated system of care. Findings demonstrate marked contrasts between the fertility
impact of approaches, differences between the health and family planning effects of the project, and
challenges to conventional wisdom on how community-based health care works or fails.

The most comprehensive service strategy of the Navrongo experiment supports the hypothesis that family
planning services can induce reproductive change in a rural traditional Sahelian setting. However, the less
comprehensive service strategies, which resemble community-based distribution (CBD) approaches that
are pursued widely in Africa, have had no impact in the Navrongo experiment. Deploying nurses to
provide doorstep service delivery or mobilizing community volunteerism has not reduced fertility.
Moreover, the nurse-only cell of the experiment produced higher fertility in the initial months of program
exposure among educated women than if no intervention had been pursued. The combined nurse/doorstep
and village mobilization approach reduced fertility by about 15 percent among all social groups, including
educated women, in the first three years of program operation. In the combined cell, men were mobilized
to participate in the program and women were provided with convenient doorstep services, a strategic
combination for services that is crucial to effective program operation. The CHFP thus suggests that
demand for family planning in this setting is fragile and that fairly comprehensive approaches are needed
for services to have an impact. Moreover, the initial fertility decline appears to address a discrete response
to unmet need for spacing childbearing that does not increase as exposure progresses. The long-term
fertility effects of comprehensive services are therefore not yet known. As yet, there is no evidence of a
progressive and expanding fertility decline of the sort that has occurred in South and East Asia or in East
and Southern Africa.

Where nurses are deployed to village locations, childhood mortality is substantially reduced. This finding
supports the hypothesis that low-cost community health care can reduce mortality, even under conditions
of great poverty. However, examination of project impact by experimental cell challenges conventional
views about the health benefits of deploying volunteer workers for primary heath care. In the context of
northern Ghana, where great poverty affects all family decisions, parental health-seeking behavior can be
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diverted from relatively expensive, but effective, clinical care to relatively inexpensive, but ineffective,
volunteer health services. When village volunteers work without the presence of trained nurse paramedics
for guidance and referral support, mortality is higher than in comparison areas of the experiment. This
preliminary finding, which will be validated with epidemiological research, challenges health benefit
assumptions of international initiatives that promote the deployment of village health volunteers.

Implementing Organization: Navrongo Health Research Centre
Collaborating Organizations: Ghana Ministry of Health; Ghana District Health Management Team
Activity Budget: Year 1 $367,632 Core

Contribution to Results Framework: IR 3.1
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Activity Review

Disseminating the Navrongo Community Health and Family Planning Project

Country: Ghana
Technical Monitor: James F. Phillips
Period: January 1997–August 2004
Objective: The Navrongo Community Health and Family Planning Project (CHFP)

represents a model system of service delivery that can be observed in
action. The Navrongo dissemination program is designed to orient
teams of visitors to a system of service delivery and to provide support
to the national CHFP scaling-up program, known as the Community-
based Health Planning and Services Project (CHPS).

Activity Description: Beginning in 1997, when service-delivery systems of the CHFP had been in full
operation for a year, the Navrongo Health Research Centre began to contribute to the scaling-up process
by providing visitors to the Navrongo center with field station–based demonstrations of a fully
functioning community-based health care system. As project activities have progressed, this program has
been developed into a national policy for disseminating the CHFP to all districts of Ghana.

The primary focus of the dissemination program has been an in-service training program for district
health management teams at the Navrongo Centre. In all, 25 teams have visited the Navrongo Centre.
Moreover, students of the Community Health Nurses Training Institutes are provided with an orientation
to CHFP activities, and all MPH students at the University of Ghana School of Public Health are provided
with two weeks of field training at the CHFP. Finally, research findings from the CHFP have been
presented at Ministry of Health Regional Health Management Team Conferences and two National Health
Forum Conferences for the 110 district health medical officers in Ghana.

Implementing Organization: Navrongo Health Research Centre
Collaborating Organization: Ghana Ministry of Health
Activity Budget: Year 1 $208,708 Field Support

Contribution to Results Framework: SR 3.1.b



49

Activity Review

A Community-Informed Experiment in Preventing Female Genital Mutilation Among the
Kassena-Nankana of Northern Ghana

Country: Ghana
Technical Monitor: James F. Phillips
Period: April 1998–October 2003
Objective: Implementation of a full-scale experimental program to prevent female

genital mutilation (FGM), provide continued surveillance of FGM
prevalence, carry out research to enhance understanding of issues
contributing to changes in FGM behavior, and assess the impact of the
program.

Activity Description: An experimental study has been launched to test the hypothesis that female genital
mutilation can be reduced by community organization and action in a setting where the practice has been
nearly universally practiced. A program of “participatory planning” has been guiding the development of
interventions that will be used in a full-scale experimental program.

The pilot phase of intervention activities, completed in 2000, tested means of reaching groups of
adolescent girls with health information and services. As the pilot progressed, means were developed of
involving other decisionmakers, such as adult men and women, in FGM prevention. The main proponents
of FGM are elderly circumcised women—attention will be directed to the need for collective action to
prevent the practice, focusing on the role of these opinion leaders. Means of sustaining adolescent group
cohesion were tested, such as livelihoods training. The pilot clarified ways of implementing community-
supported alternative puberty rites and ways to sustain community interest in the program through
entertainment activities.

Operational components that have been developed in the pilot for use in the full-scale experiment
beginning in January 2001 are as follows:
� The livelihoods arm of the experiment. Adolescent girl empowerment will be fostered through group

formation; adolescent boys will be involved in groups for fostering reproductive health; community
leadership will be generated for FGM eradication through the chieftaincy and lineage system;
women’s groups will be formed to involve circumcised women; FGM prevention groups will be
sustained through group entertainment and livelihoods activities.

� The problem-focused arm of the experiment. Health education and FGM information will be provided
to groups of girls, boys, community leaders, men, and women’s groups. FGM dramas will be
presented at night durbars. A film will be shown after the local FGM dramas to highlight the harmful
and painful effects of the practice. In consultation with peer leaders and chiefs, the program will
organize groups of girls who will undergo an alternative puberty ritual. Competitions will be held
among various groups in the community to demonstrate skill and creativity in developing songs on the
need to prevent FGM. School-based and clinical outreach activities will be launched to provide
information to students and primary health care clientele.

 
 The research component of the FGM experiment includes a four-celled factorial design. It uses the
Navrongo Demographic Surveillance System (NDSS) to identify and track adolescent girls. Prior to the
FGM project activities, 3,224 girls were surveyed. Their baseline responses will be used to monitor
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circumcision status, knowledge, and beliefs over a period of time, and to assess the impact of the
intervention on FGM behavior.
 
 Implementing Organization: Navrongo Health Research Centre
 Collaborating Organizations: Ghana Ministry of Health; Ghana District Health Management Team;

local NGOs for livelihoods activities
 Activity Budget: Year 1 $145,112 Core
 
 Contribution to Results Framework: SR 3.1.a
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 Activity Review
 
 The Community-based Health Planning and Services Project
 
 Country: Ghana
 Technical Monitor: James F. Phillips
 Period: October 1999–August 2004
 Objective: The Navrongo Community Health and Family Planning Project is a

system of service delivery that the Government of Ghana has adopted as
the basic model for primary health care in all districts of Ghana. To
implement this system, the Ministry of Health has launched the
Community-based Health Planning and Services Project (CHPS), which
will coordinate national consensus building and communications
activities for the Navrongo scaling-up activity and foster the creation of
ten lead districts in each region of Ghana, where the Navrongo service
model is adapted to local conditions and used as a basis for stimulating
organizational development and change in neighboring districts.

 
 Activity Description: Evidence that the Navrongo project is having an impact has led to interest by the
government of Ghana in replicating the experiment throughout Ghana. In 1999 a National Health Forum
was convened by the vice president of Ghana and attended by all regional medical directors and all
district directors of health services to review a draft policy statement on lessons learned from the
Navrongo experiment. This conference resolved to adopt a step-by-step approach to health services
reform in which Navrongo would be utilized to orient ten district health management teams from lead
districts. Lead districts, in turn, would provide training, orientation, and guidance to regional programs for
utilizing the Navrongo experiment for health systems reform. This new national program, known as the
Community-based Health Planning and Services Project (CHPS), was established to coordinate the
process of dissemination, replication, and health-system change on the Navrongo model. A secretariat
coordinates national consensus-building activities; a liaison program arranges Navrongo-based training
opportunities for regions with interest in CHPS; and a field program is focused on developing Navrongo-
like demonstration capabilities in lead districts.
 
 In Year One of this Programmatic Cooperative Agreement, CHPS focused on preparations for the June
2000 National Health Forum. A document for this meeting outlined steps in the Navrongo
implementation process and invited discussion of CHPS experience in districts that adopted the program
in the early stages of CHPS. Of particular interest are districts of the Volta Region which have utilized
Navrongo concepts to mobilize health and family planning services without external resources. In all, 25
districts of Ghana were participating in CHPS as of September 2000. Additional districts are expected to
adopt the program by the end of 2000.
 
 Implementing Organization: Ghana Ministry of Health via the Navrongo Health Research Centre
 Collaborating Organizations: Navrongo Health Research Centre; Ghana Health Service;

INTRAH/PRIME II; Johns Hopkins University
 Activity Budget: Year 1 $44,754 Field Support
 
 Contribution to Results Framework: SR 3.1.b
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 Activity Review
 
 Technical Assistance to the Navrongo Community Health and Family Planning Project and the
Community-based Health Planning and Services Project
 
 Country: Ghana
 Technical Monitor: James F. Phillips
 Period: January 1994–August 2004
 Objective: To provide technical support for and research on the activities of the

Experimental Family Planning in Rural Africa program.
 
 Activity Description: Since 1992, the Population Council has provided technical support to the Republic
of Ghana Ministry of Health to establish a field research station in a rural traditional district and conduct
an experimental study on the demographic impact of community health and family planning services.
Originally launched as a pilot project in 1994, the Navrongo Community Health and Family Planning
Project was a district-wide experiment in 1996. By 1998, preliminary evidence of project impact led the
Government of Ghana to adopt Navrongo as the basic model for primary health care in all districts of
Ghana. In 1999, a project known as the Community-based Health Planning and Services Project (CHPS)
was created for coordinating the scaling-up process. CHPS now operates in ten “lead districts” and in 15
additional replication districts where the program has been launched.
 
 The Population Council’s Policy Research Division provides continuing technical support to research
activities of the Navrongo experiment (see p. 46), collaborative support to its dissemination program
(see p. 48), and technical support for assessing the pace and coverage of utilization of the Navrongo
experiment in the CHPS program of service system reform (see previous page). Support is also provided
to a program of reproductive health research that aims to test the hypothesis that the practice of female
genital mutilation can be reduced through community outreach (see p. 49).
 
 Implementing Organization: Population Council
 Collaborating Organizations: Navrongo Health Research Centre; Ghana Ministry of Health; Ghana

Health Service; INTRAH/PRIME II; Johns Hopkins University
 Activity Budget: Year 1 $407,627
 ($311,090 Core + $96,537 Field Support)
 
 Contribution to Results Framework: SR 3.1.b
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 UNDERSTANDING AND MEETING THE NEEDS OF ADOLESCENTS
 
 Program Summary
 
 While there has been a recent profusion of publications on adolescent reproductive behavior, serious gaps
in our knowledge limit our understanding of adolescent experience and our ability to develop policy
recommendations designed to support successful transitions to adulthood. First, we have little knowledge
of the factors that affect the timing of adolescent reproductive outcomes. Second, little is known about the
accuracy of information teenagers provide about sensitive behaviors such as sex, pregnancy, and abortion,
and about the effect of different data collection techniques on this accuracy.
 
 In order to fill these knowledge gaps, a program of research has been developed in Bangladesh, Kenya,
and South Africa with four objectives: (1) to document patterns and trends in the incidence and timing of
key events during an adolescent’s transition to adulthood—including sexual initiation, school-leaving,
formal employment, marriage, and first and subsequent births—and their interrelationships; (2) to
evaluate the impact of interventions designed to reduce risk-taking behavior among adolescents; (3) to
evaluate a new technique designed to improve the accuracy of the data collected on adolescent sexual and
reproductive behavior; and (4) to assess the impact of education and livelihoods interventions on school
enrollment and the timing of marriage. The ultimate goal is to identify policy interventions that will delay
marriage and childbearing sufficiently to create the space in which more “successful” transitions to
adulthood can occur, and at the same time contribute to filling that space with investments in improved
capacities.
 
 In South Africa, we are fulfilling objectives (1) and (2) above. The goal of the research is to understand
how education, work, family, and communities affect the quality of adolescence and sexual
decisionmaking and to evaluate the impact of life-skills instruction on adolescent reproductive behavior:
The first wave of data collection was completed in the last year. We completed and disseminated broadly
a report on the results of the interviews with every secondary school principal in the study area,
describing the variations in life-skills instruction across schools and the differences in schooling context.
A report on the adolescent, household, and community data collection is forthcoming.
 
 In Kenya, we are fulfilling objective (3) above. The goal of the research is to determine whether audio
computer-assisted self-interviewing (audio-CASI) is feasible to use in a developing-country setting and
whether it produces more reliable data on sexual activity and other sensitive behaviors than traditional
survey methods, namely, interviewer-administered and self-administered questionnaires. During the past
year the audio-CASI software was designed, data collection teams were trained, the sample was drawn,
and fieldwork began in Nyeri, the first site.
 
 In Bangladesh, we are fulfilling objective (4) above. The goal of the research is to assess how new
policies and programs for adolescent girls affect the timing of school departure and entry into marriage
and childbearing. During the past year quantitative and qualitative data were collected that constitute a
third wave of data collection in a long-term in-depth village study.
 
 Funding from the Programmatic Cooperative Agreement is essential for completion of these activities.
However, because full support for these activities is not available from the Programmatic Cooperative
Agreement, funding from other donors is used to supplement support provided by USAID.
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 Activity Review
 
 Patterns of Marriage and the Onset of Childbearing in Rural Bangladesh:
The Impact of Large-scale Educational and Livelihoods Interventions
 
 Country: Bangladesh
 Technical Monitor: Sajeda Amin
 Period: October 1997–May 2003
 Objective: This project will explore the impact of education and livelihoods

interventions that seek to expand opportunities for young women and
delay marriage and the onset of childbearing.

 
 Activity Description: This project has two complementary parts. The first utilizes data from a long-term
village study to assess the impact of educational interventions on adolescent girls. These interventions
include a food-for-education scheme for poor primary-school children, a female secondary school
scholarship program, and a nonformal education program, all introduced on a national scale in the early
1990s. Making innovative use of previously collected data as well as a new wave of data collected in
2000, the project has generated a rich set of quantitative and qualitative information. Preliminary analysis
suggests that these incentive schemes have indeed resulted in rapid increases in enrollment in primary and
secondary schools and even some delay of marriage for girls. The 2000 survey assesses to what extent
these effects have been sustained after six years of program implementation. The study also uses rich
qualitative information available from nine years of data collection in the village. The survey data from
2000 is currently being entered and cleaned. The quantitative and qualitative data will then be integrated
and analyzed in order to assess the impact of educational changes on village marriage patterns. The results
will be presented at local dissemination activities and international conferences.
 
 For the second part of the project we will apply the lessons learned from the intensive village study to a
subnational-level intervention. The major focus of the intervention will be to provide a group of
adolescent girls with livelihoods skills. Subsequent to the training, they will be linked up with existing
facilities for savings and provision of credit. Entrepreneurship development and internship opportunities
in the local communities will also be supported.
 
 Implementing Organizations: Population Council, Bangladesh Institute of Development Studies
 Activity Budget: $86,517 Core
 
 Contribution to Results Framework: IR 2.1
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 Activity Review
 
 The Reporting of Sensitive Behavior Among Adolescents: A Methodological Experiment in Kenya
 
 Country: Kenya
 Technical Monitor: Barbara Mensch
 Period: June 1999–June 2002
 Objective: To assess whether audio computer-assisted self-interviewing is feasible

to use in a developing country and whether it produces more reliable
data on sexual activity and related behaviors than traditional survey
methods.

 
 Activity Description: While a considerable body of research exists on adolescent sexual activity in sub-
Saharan Africa, it is the rare study that questions the reliability of the data collected. Yet published studies
reveal not only strikingly different levels of premarital sex between boys and girls in virtually all
countries, but also, more significantly, wide-ranging levels for each sex across countries that cannot be
easily explained. Not only are the reported levels of sexual activity among females questionable, reported
levels among males may also be problematic. Indeed, there has been some speculation that boys may
over-report sexual activity because such experience is often considered a badge of honor among men and
a necessary rite of passage. If reporting of sexual activity as well as other sensitive behaviors such as
pregnancy, abortion, and sexually transmitted disease is unreliable, not only are social science analyses
that attempt to document and explain the behaviors undermined, but program evaluations that attempt to
determine the effectiveness of interventions designed to improve adolescent reproductive health are also
compromised.
 
 With audio computer-assisted self-interviewing (audio-CASI), computer software is designed so that a
respondent hears both the question and the response categories through headphones. The questions can
also be displayed simultaneously on a computer screen, although they need not be read if the respondent
prefers to listen or is unable to read. The respondent answers each question by pressing a number on a
keypad or computer keyboard. Increased privacy is one advantage of audio-CASI over face-to-face
interviews; no one else in the household or area where the interview is being conducted can hear the
question or response. Moreover, unlike self-administered interviewing, which requires that the respondent
be literate and competent to fill out a questionnaire, audio-CASI can be carried out even if the respondent
cannot read the questions on the computer screen. Finally, with audio-CASI, the researcher does not have
to be concerned with differences in interviewer characteristics or interviewing styles.
 
 The study is first being carried out in Nyeri District in Kenya, where we suspect, according to findings
from an earlier survey, that girls underreport premarital sex. However, Nyeri is arguably one of the most
difficult districts in Kenya from which to get accurate reporting of premarital sexual activity. Our concern
is that if reporting of “risky” behaviors is not higher with audio-CASI in Nyeri, conclusions will be drawn
that this interviewing methodology does no better than other methodologies, when, in fact the lack of
effect is due to the characteristics of this particular district. Thus, with additional funding from the
National Institutes of Health, we have selected a second study site, Kisumu, because rates of HIV
infection are exceptionally high there and hence the need for accurate data on sexual behavior is
particularly pressing. A study to identify the determinants of the spread of HIV infection was carried out
in Kisumu by the Population Council’s Horizons program in conjunction with the Kenya Ministry of
Health. For that study a population-based survey was conducted in which 1,889 men and women aged
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15–49 were asked about their sexual behavior using interviewer-administered questionnaires. In addition,
respondents provided blood and urine samples, which were tested for HIV and a variety of other sexually
transmitted diseases. Among the 43 men who claimed they were not sexually active, none were HIV-
positive. Among the 65 women 15–24 years old in Kisumu who claimed they were not sexually active, 17
percent were HIV-positive. While the sample size is small, these so-called “virgin” infections are clear
evidence of underreporting of sexual activity among young women.
 
 During the past year, the audio-CASI software was designed, the sample was drawn for Nyeri, the data
collection teams were trained, and much of the data collection was completed. The Nyeri sample consists
of approximately 4,500 unmarried adolescent girls and boys aged 15–21 who have been randomly
assigned to three different modes of data collection: (1) interviewer-administered; (2) self-administered;
and (3) audio-CASI. It is expected that data collection will be completed in Nyeri by November 2000. It
is expected that data collection will begin in Kisumu in the spring of 2001.
 
 A preliminary lesson derived from the field work has been that although audio-CASI can be successfully
implemented to collect survey data from adolescent respondents, the pace of data collection is slower then
originally projected. In designing the time frame for sampling and fieldwork, it was assumed that an
average of three interviews could be collected per interviewer per day. However, the actual average
number of computerized interviews collected over the course of the field work has been 1.4 per day; less
than half that expected. This has been due, partially, to an overestimation of the percentage of households
with adolescents in the 15–21-year age range. For instance, where we expected to find 50–60 percent of
households with adolescents, only 38 percent of households in the sampling areas have had eligible
respondents. This has extended the time required to search for each eligible adolescent and has affected
not only the audio-CASI component, but the interviewer- and self-administered surveys as well; the latter
methods have averaged 1.9 and 1.8 surveys, respectively, per day.
 
 In addition to the problem of finding respondents, the audio-CASI component has been adversely affected
by a variety of technical problems and issues that have slowed data collection. Although some of these
problems have been addressed and minimized over the course of fieldwork (e.g., by purchasing more
batteries and increasing interviewer and respondent training), they have nonetheless affected the
efficiency of the audio-CASI component. In future fieldwork, some further gains in efficiency will be
obtained by reprogramming the database engine to make use of technological improvements in the
programming of the audio playback feature that is inherent to the audio-CASI approach. These design
improvements should serve to reduce the number of computer failures and will also be less demanding on
computer resources, hence enhancing battery life. Overall, however, given the potential for acute
problems in fieldwork, the audio-CASI component of this project has been shown to be an effective
method for survey data collection.
 
 Implementing Organization: Population Council
 Activity Budget: $67,043 Core
 
 Contribution to Results Framework: IR 2.1
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 Activity Review
 
 Transition to Adulthood in the Context of AIDS in South Africa
 
 Country: South Africa
 Technical Monitor: Cynthia Lloyd
 Period: February 1999–December 2001
 Objective: (1) To evaluate the impact of life-skills programs on adolescent sexual

behavior in South Africa; and (2) to understand how education, work,
family, and communities affect the quality of adolescence and sexual
decisionmaking.

 
 Activity Description: South Africa has one of the highest HIV infection rates in the world, and the
prevalence of the disease among South African youth is particularly high and climbing higher. For the age
group 15–19 years old, 1994 prevalence was 7 percent—by 1996 it had almost doubled to 13 percent. By
1998, 21 percent of teenagers had been infected with the disease. Moreover, adolescent childbearing
levels are high. According to the 1996 census, about 30 percent of 20–24-year-olds had given birth by the
age of 20. The reproductive behavior of today’s youth now is a concern not only because of the social,
economic, and personal costs associated with early childbearing, but also because it will shape the
trajectory and impact of the AIDS epidemic for future generations.
 
 A study among adolescents currently underway in KwaZulu-Natal Province (KZN) seeks to address the
multiple gaps in our knowledge about adolescent sexual behavior and reproductive health outcomes. The
study has two main goals: (1) to evaluate the impact of life-skills instruction on adolescent behaviors; and
(2) to understand how education, work, family, and communities affect the quality of adolescence and
sexual decisionmaking. The study is longitudinal and multilevel in design to ensure proper estimation of
the impact of life-skills training and the changes in environment over time. Two districts—Durban Metro
and Mtunzini—were selected within KZN as the target areas for study in order to encompass urban,
transitional, and rural regions within the province. Within these two districts, the study used a modified
multistage cluster sample approach to achieve a representative sample across all race groups and classes.
The first round of data collection included individual interviews with 3,096 adolescents aged 14–22.
These interviews were conducted in 110 sample enumeration areas (EAs) during a six-week period from
September 16 to October 30, 1999. The adolescent and household surveys were followed by data
collection at the community level of each of the sampled areas. These surveys collected information on
perceived crime levels in the area, physical integrity of the area (e.g., availability of parks and their
condition or street lighting), and community activities such as sports or youth groups. In addition, we also
interviewed principals from all secondary schools within the study area to collect information on the types
of life-skills programs offered in schools, as well as the obstacles or challenges schools face in
implementation of life-skills instruction. The results of our findings for the first wave have been
documented in several reports and papers given in both South African and international forums.
 
 The Policy Research Division is collaborating with the Horizons program and the MEASURE and FOCUS
projects on the design and implementation of this study and the analysis of data. Funding from the
Programmatic Cooperative Agreement supports Population Council Policy Research Division staff and
consultants. Horizons and MEASURE (via funds from the South African mission) support field costs.
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 Implementing Organization: Population Council
 Collaborating Organizations: Tulane University/MEASURE Evaluation, Population Council/Horizons,

University of Natal-Durban, Pathfinder/FOCUS
 Activity Budget: $46,440 Core
 
 Contribution to Results Framework: IR 2.1
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 TRANSITIONS IN REPRODUCTIVE BEHAVIOR IN THE DEVELOPING WORLD
 
 Program Summary
 
 Over the past three decades a revolution in reproductive behavior has swept through most of the
developing world. Contraceptive use, once rare, is now widespread, and the average number of births per
woman has fallen by half—from the traditional six or more to near three today. Clearly, couples in the
developing world increasingly are exerting control over their reproductive lives, and these trends are
welcome developments. Unfortunately, couples’ control over reproduction is far from perfect, and as a
consequence, the number of undesired reproductive events is substantial. About one in five births in the
developing world is unwanted. This estimate does not include mistimed or unplanned (but wanted) births.
In addition, more than 30 million induced abortions are performed annually in the developing world.

 
 While trends in fertility have been well documented, they have led to a debate about their implications, in
particular regarding two issues of particular relevance to policymakers: (1) prospects for continuing
fertility decline; and (2) the need for family planning programs to meet the continuing demand for
contraception. According to the “birth dearth” hypothesis, fertility in most developing countries will fairly
soon drop below the replacement level, as has already occurred in the developed world and in the more
advanced developing countries. Some analysts fear a “population implosion” or claim that “the world
population explosion is over.” If growth in population size were indeed about to come to an end, it would
likely lead to a decline in international support for family planning and reproductive health programs.
 
 The different components of this program are expected to provide new insights into controversial issues
regarding the future course of the transition in fertility and contraceptive use in the developing world, and
they will document the implications of these findings for family planning programs and population policy.
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 Activity Review
 
 The Future Demand for Contraception
 
 Country: Interregional
 Technical Monitor: John Bongaarts
 Period: August 1999–August 2000
 Objective: To review the methodologies used in projections of future trends in the

demand for contraception, to assess the validity of the assumptions
underlying these projections, and to propose methodological
improvements.

 
 Activity Description: Projections of future levels of contraceptive use have been made recently by the
United Nations and The Futures Group. The UN projects contraceptive prevalence and numbers of users
for different world regions from 1993 to 2025. The Futures Group provides similar results for individual
developing countries to 2015 and also projects the number of users of different methods.

 
 The practice of contraception in the developing world has changed dramatically over the past three
decades. Around 1960 only a tiny fraction of couples practiced contraception, and knowledge of
contraceptive methods was very limited. In contrast, today contraceptive knowledge is widespread; more
than half of couples in the developing world are current users of contraception. An even larger proportion
has ever used the method. The large majority of these users rely on modern methods of contraception,
including male and female sterilization, IUD, and the pill. This revolution in contraceptive behavior has
been driven by a desire to reduce family size as well as by the diffusion of information about and access
to contraceptive methods, aided by a rapid expansion of family planning programs in many developing
countries. These trends have helped women implement their preferences for smaller families and avoid
unwanted pregnancies.
 
 While past trends in contraceptive behavior are fairly well established, there is considerable uncertainty
about what lies ahead. Because contraceptive prevalence among married women of reproductive age in
the developing world is approaching levels observed in many developed countries it might be tempting to
conclude that contraceptive demand is about to level off. If that were indeed the case, investments in
family planning and reproductive health programs would likely receive lower priority in the future.
 
 This study found that instead of leveling off in the near future, the demand for contraception can be
expected to continue to rise rapidly for the next several decades, for two main reasons:
� Population continues to grow. According to the 1998 revision of the UN population projection, the

population size of the developing world will grow from 4.5 to 7.8 billion between 1995 and 2050.
The proportion of the population in the reproductive age groups is expected to remain fairly steady.
As a result, the number of women of reproductive age will grow at about the same rate as the
population as a whole.

� Fertility continues to decline. The total fertility rate in the developing world has dropped to about
three births per woman, but it remains 50 percent above the replacement level. Most existing
population projections expect the fertility transition to continue until the replacement level is reached.
To bring about this fertility decline, contraceptive prevalence will have to rise substantially. It is
reasonable to assume that prevalence in the developing world will reach levels of about 75 percent as
now observed in countries at replacement.
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 As a result of these trends, the number of users of contraception in the developing world is expected to
rise from 549 to 816 million over the next 25 years, according to the most recent UN projection. An
examination of the projection methodology found it to be reasonable. The number of users of
contraception will increase much more rapidly in Africa than in Asia or Latin America, because growth in
both factors affecting the demand for contraception will be higher in Africa than elsewhere.
 
 Projecting the future distribution of specific contraceptive methods is more difficult. Method choice is
affected by trends in several factors, including access to different methods, user characteristics, and
technology. In addition, the health effects of contraceptives will become a more important consideration
to women and men in the future, because contraceptives will be used during a large proportion of the
reproductive years.
 
 The procedures employed by The Futures Group to project the method mix were found to be less than
optimally designed, and a new methodology was therefore developed by this investigator. The general
approach used in this methodology is one of slow and incomplete convergence toward a more balanced
method mix in each country, with uniform reductions in the role of traditional methods. The new
alternative projections to 2015 are quite different from those made by The Futures Group. For example,
for the developing world as a whole the proportions of contraceptive users relying on female sterilization
are projected to be higher in 2015 (37 percent rather than 26 percent), and proportions using traditional
methods will be lower (7 percent instead of 14 percent). Trends for individual countries are also quite
different. For example, a more modest decline in female sterilization is forecast for India (from 67 percent
to 53 percent rather than to 32 percent), and increases are expected in Pakistan (from 28 percent to 32
percent) and in Bangladesh (from 15 percent to 25 percent) rather than declines in both countries to 7
percent in the Futures Group projection. Overall this study expects the mix of contraceptives to change
slowly over the coming years. No dramatic new product currently in development will radically alter the
current pattern. However, a gradual increase in availability of a wider range of methods is likely as the
quality of services improves, as markets for contraceptives become more open, and as levels of
contraceptive knowledge and education rise. This should result in a greater variety of contraceptives in
use and a more balanced distribution among different modern methods. These trends will likely favor new
hormonal contraceptives, especially if their cost can be reduced, and diminish the current heavy reliance
on female sterilization.
 
 The findings from this study have been summarized in a paper coauthored by John Bongaarts and Elof
Johansson, “Future trends in contraception in the developing world: Prevalence and method mix,” which
was published recently as a working paper of the Council’s Policy Research Division and has been
accepted for publication in Studies in Family Planning.
 
 Implementing Organization: Population Council
 Activity Budget: $116,094 Core
 
 Contribution to Results Framework: IR 2.1
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 MICROBICIDES ACTIVITIES
 
 Program Summary
 
 The Population Council’s microbicides program is a collaborative effort between the Center for
Biomedical Research (CBR) and the International Programs Division (IPD) to develop a female-
controlled method to prevent heterosexual transmission of HIV and other STDs. Scientists at CBR
conduct basic research on disease transmission and test a variety of potential microbicides—both
contraceptive and noncontraceptive—in vitro and in animal models. Compounds showing sufficient
promise in the lab are tested in human trials conducted by IPD researchers. To date, clinical research has
focused on a number of carrageenan formulations, and most recently on our lead candidate microbicide,
Carraguard (PC-515). We have also been working toward the development of a novel microbicide that
would have contraceptive potential in addition to protecting against sexually transmitted pathogens.
USAID funding continues to play a key role in supporting the Council’s ongoing work on the
development and testing of potential microbicides. In addition, USAID funding has been invaluable in
attracting other donors, including the Bill and Melinda Gates Foundation, to the Council’s microbicides
program.
 
 Center for Biomedical Research (CBR)
 This year, the main focus at the CBR was to determine if a combined formulation of lignosulfonic
acid/carrageenan/nonoxynol-9 (LCN) would be stable and nontoxic, warranting further exploration as a
contraceptive microbicide. However, due to the preliminary results of the Col 1492 study, as well as the
difficulties with formulation, the development of a contraceptive formulation containing nonoxynol-9
(N-9) has been halted. Meanwhile, we have shown that combining lignosulfonic acid (LSA), a sulfated
polymer extracted from wood pulp, with carrageenan enhances the efficacy of each ingredient. Although
this particular formulation is noncontraceptive, it has shown improved efficacy against HIV in vitro and
HSV-2 in mice. Further investigation may show the LSA/carrageenan formulation to be effective against
other sexually transmitted pathogens, broadening its spectrum of activity and making it an excellent base
formulation for development into a contraceptive microbicide.
 
 We also developed a protocol to serve as an easy, short-term evaluation for toxicology and
carcinogenicity. The protocol was reviewed and approved by The Rockefeller University Institutional
Animal Care and Use Committee (IACUC) in accordance with the Association for Assessment and
Accreditation of Laboratory Animal Care. Unfortunately, due to the instability of the LSA/carrageenan/
N-9 formulation, a toxicological evaluation could not be performed.
 
 International Programs Division (IPD)
 This year, we moved from the pilot phase of the Carraguard (PC-515) safety study to the main
expanded safety study. Ron Roddy, Kelley Ryan, and Patti Bush of Family Health International provided
technical assistance in all aspects of the scale-up, including: (1) training of the field staff prior to initiation
of the full study; (2) providing technical assistance with logistical planning and evaluation of the study
logistics; (3) assisting with study monitoring to provide an independent view of the conduct of the study;
(4) assisting with insuring that a proper consent process occurs; (5) assisting with quality assurance via
site inspection visits; and (6) assisting with technical aspects of the study, as needed.



 

  66

 Activity Review
 
 Development of Microbicide/Spermicide Containing Lignosulfonic Acid (LSA)
 
 Country: United States
 Technical Monitor: David Phillips
 Period: October 1, 1999–August 31, 2000
 Objective: To develop a novel microbicide that would have contraceptive

properties in addition to protecting against sexually transmitted
pathogens.

 
 Activity Description: Efforts at the Center for Biomedical Research (CBR) have been directed toward
the development of a novel microbicide that would have contraceptive properties in addition to protecting
against sexually transmitted pathogens. The formulation is a combination of three active ingredients:
nonoxynol-9 (N-9), the most common over-the-counter (OTC) spermicidal agent, and two antiviral
ingredients—carrageenan, a sulfated polysaccharide extracted from seaweed, and lignosulfonic acid
(LSA), a sulfated polymer extracted from wood pulp. Our main focus for the past year has been to
determine if a combined formulation of LSA/carrageenan/N-9 (LCN) would be stable and nontoxic,
thereby lending itself to development as a contraceptive microbicide with increased efficacy.
 
 As stability is an essential parameter of a microbicide we initiated the following studies first:
Formulations containing single active ingredients and various combinations were evaluated along the
stability parameters of change in the formulation’s visual appearance, pH, or viscosity, as well as any
decrease of efficacy in protecting mice from HSV-2 infection. Baseline formulations of LSA and N-9
were formulated in methyl cellulose, as methyl cellulose has previously been shown to have no efficacy in
protecting against HSV-2 infection and has a viscosity within the range of OTC vaginal products. All
combination formulations consisted of the addition of active ingredients into carrageenan, which naturally
yields an acceptable viscosity.
 
 The efficacy studies in mice showed that the addition of either LSA or N-9 to carrageenan increased the
rate of protection from HSV-2 infection, with the LSA/carrageenan combination significantly more
efficacious. However, due to formulation difficulties (see below), the baseline efficacy rate of the LCN
combination formulation was not determined.
 
 Initial studies that developed combination formulations showed that when LSA is added to carrageenan
the resulting viscosity is decreased in a dose-dependent manner, which is due to the inherent dispersing
nature of LSA. This characteristic may prove to be beneficial by allowing for the concentration of
carrageenan to be increased. The LSA/carrageenan formulation has maintained the stability parameters at
storage temperatures of 25°C and 40°C over the nine-month testing period. (The 40°C results represent an
accelerated time of approximately 18 months.)
 
 When the LCN combination formulation was being developed, the formulation displayed a thixotropic
phenomenon. Thixotropy is a decrease of viscosity due to shearing forces exerted on a formulation.
Thereby, the formulation would be quite viscous when it was stationary and undisturbed. However, any
disturbance produces liquefaction. A common example of a thixotropic formulation is ketchup. With
ketchup, as liquefaction occurs the solvent has a tendency to separate from the solute. Similarly, over the
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stability test period, the thixotropic formulation exhibited a decrease in homogeneity, thereby indicating
that a reformulation technique needs to be explored.
 
 During the timeframe of these studies, the findings of the Col 1492 study were released. Preliminary
results indicate that the study arm using the N-9–containing formulation, Advantage S, exhibited a
significantly higher rate of HIV seroconversion than the control arm using the non-N-9 lubricant
Replens®. In addition, a recent study evaluating another N-9 formulation, Conceptrol®, has been halted
due to an increased incidence of vaginal irritation equal to or greater than the outcome limit for
discontinuance. In light of these studies and the difficulties with formulation stability, the development of
a contraceptive formulation containing N-9 has been halted.
 
 In order to obtain a rapid determination of any toxicological effects that might be a result of a previously
unknown compound, a protocol was developed to serve as an easy, short-term evaluation for toxicology
and carcinogenicity. The protocol set forth an acute dosing regimen that will introduce the compound
under investigation at exposure levels of 100 and 400 times above those recommended for use. Toxicity
and carcinogenicity parameters evaluated are changes in body conditioning and/or psychological
behavior, any abnormal change in body weight and/or food consumption, and an increase in mortality
rate. Additionally, circulating blood counts are compared at baseline and completion, and necropsy will
determine if any gross lesions are observed in the vaginal areas. Weights of major visceral systems are
measured to differentiate any significant abnormal changes compared to control groups or baseline. The
protocol was reviewed and approved by The Rockefeller University Institutional Animal Care and Use
Committee (IACUC) in accordance with the Association for Assessment and Accreditation of Laboratory
Animal Care. Unfortunately, due to the instability of the LCN combination a toxicological evaluation
could not be performed.
 
 Future endeavors in developing a contraceptive microbicide will involve evaluation of other compounds
for contraceptive properties that would prove to be nontoxic and compatible with LSA/carrageenan.
 
 Implementing Organization: Population Council
 Activity Budget: $100,000 Core
 
 Contribution to Results Framework: SR 1.3.c
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 Activity Review
 
 Technical Assistance for the Council’s Expanded Safety Study Assessing the Safety,
Acceptability, and Preliminary Effectiveness of the Council’s Lead Candidate Microbicide,
Carraguard (PC-515)
 
 Country: South Africa
 Technical Monitor: Barbara Friedland
 Period: October 1999–September 2000
 Objective: For Family Health International to provide technical assistance for the

expanded safety study of Carraguard (PC-515) in South Africa.
 
 Activity Description: The International Programs Division is conducting a randomized, double-blind,
multisite, placebo-controlled study of Carraguard (PC-515) in South Africa. Family Health
International provides technical assistance through a subaward. In Year One, technical assistance
included:
� January 2000: On-site training in Cape Town and at the Medical University of Southern Africa

(MEDUNSA) in collaboration with Population Council staff and study staff from MEDUNSA and the
University of Cape Town (Ron Roddy and Kelley Ryan);

� May 2000: On-site monitoring in Cape Town and MEDUNSA (Ryan with Barbara Friedland,
Population Council); and

� August 2000: On-site monitoring in Cape Town and MEDUNSA (Roddy with Kelly Blanchard,
Population Council).

Year Two will see the end of the subaward, with Patti Bush traveling to the Cape Town and MEDUNSA
sites in September 2000 with Kelly Blanchard to conduct a QA/QC audit.

Implementing Organization: Family Health International
Collaborating Organizations: University of Cape Town, South Africa; Medical University of Southern

Africa, South Africa; Medical Research Council, South Africa
Activity Budget: $75,002 Core

Contribution to Results Framework: SR 1.3.c
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Activity Review

Safety of PC-515 Among HIV-positive Women

Country: South Africa
Technical Monitor: Janneke van de Wijgert
Period: January 2000–August 2001
Objective: To examine the mucosal safety of Carraguard (PC-515) when used by

HIV-positive women.

Activity Description: In many of the places where a microbicide is likely to be widely used, there are
high rates of HIV infection among women, many of whom are unaware that they have the virus. Because
many HIV-positive women may use a microbicide without knowing their HIV status, and women who are
aware they have HIV may wish to use a microbicide to avoid infection with other STD pathogens, it is
important to know whether a potential product is safe for HIV-positive women. We plan to conduct an
irritation study among a small number of HIV-positive women who will be asked to use the product once
a day for 14 days. We will first assess safety in sexually abstinent women, followed by safety in sexually
active women. Women will be counseled to use condoms to decrease their risk of acquiring other STDs
and to protect their partners. The effect of PC-515 on the vaginal mucosa will be examined, as will
product acceptability. We would also like to examine viral shedding among the participants to ascertain
whether use of a microbicide among HIV-positive women may have an effect on their ability to transmit
the virus to sexual partners or to infants during birth.

We plan to conduct the study in South Africa for several reasons. First, the high prevalence of HIV in
South Africa enables us to easily recruit adequate numbers of HIV-positive women. Second, many
potential microbicide users in South Africa are likely to be HIV-positive without knowing their HIV
status. And for women who do know their status, it is unlikely that they will have access to antiretroviral
drug treatment. Last, it is likely that South Africa would be one of the first places microbicides would be
launched once approved. We plan to collaborate with Dr. Gita Ramjee of the Medical Research Council
(Kwazulu-Natal), who has an extensive research infrastructure that will greatly facilitate project
implementation.

During Year One, a team led by Janneke van de Wijgert worked on protocol development. Once the study
is underway (March 2001), technical monitoring will be carried out by van de Wijgert with assistance
from Kelly Blanchard in the Council’s Johannesburg office.

Implementing Organizations: Population Council; Medical Research Council, Durban, South Africa
Activity Budget: $124,998 Core

Contribution to Results Framework: SR 1.3.c
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PROGRAM MANAGEMENT

Program Summary

Administrative coordination of the Programmatic Cooperative Agreement is undertaken by a program
administrator, Ruth Copeland, who serves as the central coordination point for the administrative life of
the agreement, including budgeting, financial tracking, approval requests, and reporting. The post of
program director, held from September 1999 to July 2000 by Sigrid Aarons, is currently being held
vacant.
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Activity Review

Program Management

Country: United States
Program Administrator: Ruth Copeland
Period: Ongoing
Objective: To provide comprehensive administrative coordination to the

Programmatic Cooperative Agreement.

Activity Description: With Programmatic Cooperative Agreement HRN-A-00-99-00010 began the
much-needed innovation of hiring staff specifically dedicated to the administrative management and
coordination of the agreement. In previous agreements, administrative coordination had been attempted in
various configurations, but never with full-time staff dedicated to the job. In September 1999 Program
Director Sigrid Aarons was hired, and Program Administrator Ruth Copeland began her post in early
December. By the end of July 2000, Ms. Aarons resigned, and the position of program director is being
held vacant indefinitely. Program administration continues to be handled by Ms. Copeland, who
coordinates both this cooperative agreement and close-out activities for Programmatic Cooperative
Agreement CCP-A-00-94-00013.

Start-up activities for this agreement included the February post-award meeting with USAID
Administrative Agreement Officers Kent Howard and Alfreda Thomas. In April, Program Management
staff met with colleagues at Family Health International to learn about the management of that
organization’s similar USAID cooperative agreement, Contraceptive Technology Research
(CCP-A-00-95-00022). Administrative trainings were offered to Council Programmatic staff in April,
July, and August. Program Management continues to coordinate the administrative life of the agreement,
including budgeting, financial tracking, approval requests, and reporting.

Implementing Organization: Population Council
Activity Budget: Year 1: $284,000 Core

Contribution to Results Framework: SO 1
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PROGRAMMATIC COOPERATIVE AGREEMENT RESULTS FRAMEWORK

SO 1: To expand the range and optimize the use and availability of safe, effective and acceptable
technologies for the prevention of pregnancy and STIs/HIV.

Contraceptive Development
IR 1.1: Improved and new contraceptive and reproductive health technologies developed, evaluated and

approved.
SR 1.1.a Improved biological knowledge base for understanding, prioritizing and applying new

or existing technologies.
SR 1.1.b Prototype technologies developed and tested.
SR 1.1.c FDA and/or host country approval obtained.
SR 1.1.d Private sector partnerships established.

Expanding Contraceptive Choice
IR 1.2: Use of contraceptive and reproductive health technologies optimized and expanded.

SR 1.2.a Expanded knowledge of client acceptability, use dynamics, provider perspectives, and
risks and benefits of technologies.

SR 1.2.b Products, tools, technologies and knowledge transferred in a form that can be received,
utilized and sustained; products introduced.

SR 1.2.c Improved understanding of service delivery strengths and weaknesses as related to
expanding technologies.

SR 1.2.d Effective linkages created between reproductive health technologies and development
of other health technologies.

Microbicides Activities
IR 1.3: Microbicides and microbicides/spermicides developed, evaluated and approved.

SR 1.3.a Improved biological knowledge abase for understanding, prioritizing, and applying
new or existing technologies.

SR 1.3.b New and improved methodologies, tools and technologies for management training,
IEC, policy, data collection, and evaluation developed and tested.

SR 1.3.c Prototype technologies developed and tested.
SR 1.3.d FDA and/or host country approval obtained.

SO 2: Improved policy environment and increased global resources for family planning and
reproductive health programs.

Transitions, Adolescents, Youth Livelihoods in Egypt, and GFD/Kenya
IR 2.1: Policy reform and program planning decisions at all levels are informed by timely and accurate
data.

SR 2.1.a National and operational policies relating to family planning and reproductive health
formulated, disseminated, and implemented, and barriers to service availability
removed.

SR 2.1.b Inappropriate barriers to information and services for special populations are removed.
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SO 3: Innovative service delivery strategies developed, evaluated and, where appropriate,
expanded to the national level.

Experimental Family Planning Studies in Rural Africa
IR 3.1 New and improved strategies developed, tested and evaluated.

SR 3.1.a Innovative service delivery strategies developed and evaluated and existing strategies
improved.

SR 3.1.b Policy reform and program planning decisions at all levels are informed by timely and
accurate data.

SR 3.1.c Enhanced understanding of issues contributing to change of reproductive intention and
behavior.


